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95th  Congress  )  HOUSE  OF  EEPEESENTATIVES  (      Kept.  95- 

2d  Session      \  I  1004,Pai-t3 


CLINICAL  LABOEATORY  IMPROVEMENT  ACT  OF  1978 


July  12,  1978. — ^Ordered  to  be  printed 


Mr.  Ullman,  from  the  Committee  on  Ways  and  Means, 
submitted  the  following 

REPOET 

[To  accompany  H.R.  10909  which  on  February  9,  1978,  was  referred  jointly  to 
the  Committee  on  Interstate  and  Foreign  Commerce  and  the  Committee  on 
Ways  and  Means] 

[Including  Cost  Estimate  of  the  Congressional  Budget  Office] 

The  Committee  on  Ways  and  Means,  to  whom  was  referred  the 
bill  (H.R.  10909)  to  amend  the  Public  Health  Service  Act  to  revise 
and  strengthen  the  program  under  that  Act  for  national  standards 
for  and  licensing  of  clinical  laboratories,  to  amend  the  Social  Secu- 
rity Act  to  require  laboratories  providing  services  financed  under 
titles  XVIII  and  XIX  of  such  Act  to  meet  the  requirements  of  such 
program,  and  for  other  purposes,  having  considered  the  same,  report 
favorably  thereon  with  amendments  and  recommend  that  the  bill 
as  amended  do  pass. 

The  amendments  (stated  in  terms  of  the  page  and  line  numbers  of 
the  introduced  bill)  are  as  follows : 

Page  17,  lines  1  and  2,  strike  out  "kickback  or  bribe  in  the  form 
of  money  or  any  other  thing  of  value"  and  insert  in  lieu  thereof  the 
following : 

remuneration  (including  any  kickback,  bribe,  finder's  fee, 
or  rebate,  but  excluding  any  discount  or  other  reduction  in 
price  and  excluding  any  amount  paid  by  an  employer  for 
employment  in  the  provision  of  the  services)  directly  or 
indirectly,  overtly  or  covertly,  in  cash  or  in  kind 

Page  39,  strike  out  line  6  and  all  that  follows  through  page  40, 
line  17,  and  insert  in  lieu  thereof  the  following  (and  amend  the  table 
of  contents  accordingly)  : 

AMENDMENT  TO  TITLE  XI  OF    THE  SOCIAL  SECURITY  ACT 

Sec.  201.  Section  1124(a)  (1)  of  the  Social  Security  Act  is 
amended  by  inserting  before  the  period  at  the  end  of  the 

(1) 
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following :  and  in  the  case  of  a  disclosing  entity  whicli  is  an 
independent  clinical  laboratory,  furnish  such  information 
and  access  to  its  records  as  the  Secretary  may  require  to  deter- 
mine whether  and  in  what  amounts  the  laboratory  has 
charged  a  physician  for  laboratory  services  performed  by  the 
laboratory". 

Page  40,  strike  out  line  18  and  all  that  follows  through  page  46, 
line  17,  and  insert  in  lieu  thereof  the  following : 


AMENDIilENTS  TO  TITLE  XVIH  OF  THE  SOCIAL  SECUIIITT  ACT 

Sec.  202.  (a)  (1)  Section  1842  of  the  Social  Security  Act  is 
amended  by  inserting  at  the  end  the  following  new  subsection : 
"(h)  If  a  physician's  bill  or  request  for  payment  for  a 
physician's  services  includes  a  charge  to  a  patient  for  a 
laboratory  test  for  which  payment  may  be  made  under  this 
part,  the  amount  payable  with  respect  to  the  test  shall  be 
determined  as  follows : 

"(1)  If  the  bill  or  request  for  payment  indicates  that 
the  physician  who  submitted  the  bill  or  for  whose 
services  the  request  for  payment  was  made  personally 
performed  or  supervised  the  performance  of  the  test  or 
that  another  physician  with  whom  that  physician 
shares  his  practice  personally  performed  or  supervised 
the  test,  the  payment  shall  be  the  reasonable  charge  for 
the  test  (less  the  applicable  deductible  and  coinsurance 
amounts). 

"(2)  If  the  bill  or  request  for  payment  indicates  that 
the  test  was  performed  by  a  laboratory,  identifies  the 
laboratory,  and  indicates  the  amount  the  laboratory 
charged  the  physician  who  submitted  the  bill  or  for 
whose  services  the  request  for  payment  was  made,  pay- 
ment for  the  test  shall  be  the  lower  of — 

"(A)  the  laboratory's  reasonable  charge  to  indi- 
viduals enrolled  under  this  part  for  the  test,  or 

"(B)  the  amount  the  laboratory  charged  the 
physician  for  the  test, 
plus  a  nominal  fee  (where  the  physician  bills  for  such 
a  service)  to  cover  the  physician's  costs  in  collecting 
and  handling  the  sample  on  which  the  test  was  per- 
formed (less  the  applicable  deductible  and  coinsurance 
amounts). 

"(3)  If  the  bill  or  request  for  payment  (A)  does  not 
indicate  who  performed  the  test,  or  (B)  indicates  that 
the  test  was  performed  by  a  laboratory  but  does  not 
identify  the  laboratory  or  include  the  amount  charged 
by  the  laboratory,  payment  shall  be  the  lowest  charge  at 
which  the  carrier  estimates  the  test  could  have  been 
secured  by  a  physician  from  a  laboratory  serving  the 
locality  (less  the  applicable  deductible  and  coinsurance 
amounts) 
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(2)  The  amendments  made  by  paragraph  (1)  shall  apply 
to  bills  submitted  and  requests  for  payment  made  on  or  after 
such  date  (not  later  than  July  1,  1979)  as  the  Secretary  of 
Health,  Education,  and  Welfare  (hereinafter  in  this  title 
referred  to  as  the  "Secretary")  prescribes  by  a  notice  pub- 
lished in  the  Federal  Eegister. 

(b)  (1)  (A)  The  second  sentence  of  section  1861  (s)  of  the 
Social  Security  Act  is  amended  to  read  as  follows :  "No  diag- 
nostic tests  performed  in  any  laboratory  shall  be  included  in 
paragraph  (3)  unless  the  laboratory  meets  applicable  Federal 
or  State  licensing  requirements  under  part  H  of  title  III  of 
the  Public  Health  Service  Act,  or,  if  those  requirements  are 
not  applicable,  meets  such  conditions  relating  to  the  health 
and  safety  of  individuals  with  respect  to  whom  such  tests  are 
performed  as  the  Secretary  may  find  necessary.". 

(B)(i)  Paragraphs  (12)  and  (13)  of  section  1861(s)  of 
such  Act  are  redesignated  as  paragraphs  (10)  and  (11), 
respectively. 

(ii)  The  first  sentence  of  section  1864(a)  of  such  Act  is 
amended  by  striking  out  "the  requirements  of  paragraphs 
(10)  and  (11)  of  section  1861  (s)"  and  inserting  in  lieu  thereof 
"the  requirements  of  section  1861(e)  (9),  section  1861  (j)  (15), 
or  the  second  sentence  of  section  1861  (s) ". 

(2)  (A)  Section  1861(e)  of  such  Act  is  amended — 

(i)  by  striking  out  "and"  after  the  semicolon  at  the  end 
of  paragraph  (8)  ; 

(ii)  by  redesignating  paragraph  (9)  as  paragraph 
(10) ;  and  ^ 

(iii)  by  inserting  after  paragraph  (8)  the  following 
new  paragraph : 

"(9)  meets  applicable  Federal  or  State  licensing  re- 
quirements under  part  H  of  title  III  of  the  Public 
Health  Service  Act  with  respect  to  any  laboratory  which 
is  a  part  of  the  institution ;  and". 

(B )  Section  1861  ( j )  ( 15 )  of  such  Act  is  amended  by  insert- 
ing after  "physical  facilities  thereof"  the  following:  "(in- 
cluding applicable  Federal  or  State  licensing  requirements 
under  part  H  of  title  III  of  the  Public  Health  Service  Act 
with  respect  to  any  laboratory  which  is  a  part  of  the  institu- 
tion) ". 

(C)  (i)  Subparagraphs  (C)  and  (D)  of  section  1814 
(a)  (2)  of  such  Act  are  each  amended  by  striking  out  "and 
(9)"  and  inserting  in  lieu  thereof  "and  (10)". 

(ii)  Subsections  (f )  (2)  and  (g)  (2)  of  section  1861  of 
such  Act  are  each  amended  by  striking  out "  (3)  through  (9) " 
and  inserting  in  lieu  thereof  "(3)  through  (10)". 

(iii)  Section  1865(a)  (4)  of  such  Act  is  amended  by  strik- 
ing out  "paragraph  (9)"  and  inserting  in  lieu  thereof  "]Dara- 
graph(lO)". 

(3)  The  first  sentence  of  section  1864(a)  of  such  Act  is 
amended  by  inserting  before  the  period  at  the  end  thereof 
the  following:  ";  except  that  the  Secretary  may  not  make 
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an  agreement  with  a  State  under  tliis  sentence  for  the  pur- 
pose of  determining  whether  a  laboratory  meets  the  require- 
ments of  section  1861(e)(9),  section  1861  (j)  (15),  or  the 
second  sentence  of  section  1861  (s)  (or  include  provision  for 
such  purpose  in  any  such  agreement)  unless  either  the  State 
has  primary  enforcement  responsibility  for  the  regulation  of 
clinical  laboratories  as  determined  under  part  H  of  title  III 
of  the  Public  Health  Service  Act,  or  the  State  provides  as- 
surances satisfactory  to  the  Secretary  that  it  will  implement 
procedures  for  the  enforcement  of  such  requirements". 

(c)  (1)  The  first  sentence  of  section  1865(a)  of  the  Social 
Security  Act  is  amended — 

(A)  by  striking  out  "and"  at  the  end  of  paragraph 
(3);  .  . 

(B)  by  redesignating  paragraph  (4)  as  paragraph 
(5)  ;  and 

(C)  by  inserting  after  paragraph  (3)  the  following 
new  paragraph : 

"(4)  paragraph  (9)  thereof ,  and". 

(2)  The  second  sentence  of  such  section  is  amended — 

(A)  by  inserting  before  "or  imposes"  the  second  time 
it  appears  the  following:  ",  imposes  standards  with 
respect  to  laboratories  which  the  Secretary  (and  the 
applicable  State  agency  designated  in  accordance  with 
section  374(a)  (6)  of  the  Public  Health  Service  Act,  in 
the  case  of  any  laboratory  in  a  State  which  has  primary 
enforcement  responsibility  under  part  H  of  title  III  of 
such  Act)  determines  are  at  least  equivalent  to  the  na- 
tional standards  for  clinical  laboratories  in  ejffect  under 
section  371  of  such  Act," ; 

(B)  by  inserting  ",  section  1861(e)(9),"  after  "sec- 
tion 1861(e)  (6)";  and 

(C)  by  striking  out  "paragraph  (4)"  and  inserting  in 
lieu  thereof  "paragraph  (5)"  each  place  it  appears. 

(3)  The  third  sentence  of  such  section  is  amended  by  in- 
serting after  "the  Secretary"  the  following:  "(and  the  ap- 
plicable State  agency  designated  in  accordance  with  section 
374(a)  (6)  of  the  Public  Health  Service  Act,  to  the  extent 
that  licensing  requirements  for  laboratories  under  part  H  of 
title  III  of  such  Act,  as  specified  in  section  1861(e)(9)  or 
1861  (j)  (15)  of  this  Act,  are  involved,  if  the  institution  or 
agency  is  located  in  a  State  which  has  primary  enforcement 
responsibility  under  part  H  of  title  III  of  such  Act)". 

(d)(1)  Section  1833  of  the  Social  Security  Act  is 
amended — 

(A)  by  striking  out  "subsection  (g)"  in  subsection 
(a)  (1)  (t))  and  inserting  in  lieu  thereof  "subsection 
(h)";and 

(B)  by  redesignating  as  subsection  (h)  the  subsection 
(g)  that  begins  "With  respect  to  diagnostic  tests"  and  was 
added  by  section  279(b)  of  the  Social  Security  Amend- 
ments of  1972. 


5 


(2)  Sections  1833(g) ,  1832(a)  (2)  (C),  and  1833(a)  (2)  (C) 
of  such  Act  are  each  amended  by  striking  out  "next  to  last 
sentence  of  section  1881  (p)"  and  inserting  in  lieu  thereof 
"the  second  sentence  of  section  1861  (p) 

(3)  Section  183T(g)  (1)  of  such  Act  is  amended  (A)  by 
striking  out  "section  226(a)(2)(B)"  and  inserting  in  lieu 
thereof  "section  226(b)"  and  (B)  by  striking  out  "section 
1839(e)"  and  inserting  in  lieu  thereof  "section  1839(f)". 

(4)  Section  1866(a)(1)(B)  of  such  Act  is  amended  by 
inserting  "of  section  1862(a)"  after  "paragraphs  (1)  or  (9)" 
and  section  1870(c)  of  such  Act  is  amended  by  striking  out 
"section  1862"  and  inserting  in  lieu  thereof  "section  1862  (a) ". 

Page  50,  strike  out  line  4  and  all  that  follows  through  page  51,  line 
3,  and  insert  in  lieu  thereof  the  following  (and  amend  the  table  of 
contents  accordingly)  : 

PERCENTAGE  ARRANGEMENTS  OF  HOSPITAL-BASED  PHYSICIANS 

Sec.  204.  (a)  Title  XI  of  the  Social  Security  Act  is 
amended  by  inserting  after  section  1126  the  following  new 
section : 

"percentage  arrangements  of  hospital-based  PHYSICIANS 

"Sec.  1127.  (a)  Notwithstanding  any  other  provision  of 
this  Act,  if  a  physician  (or  physicians)  performs  a  profes- 
sional service  in  a  hospital  and  the  hospital's  payment  to  the 
physician  (or  physcians)  for  the  service  is  based  on  a  per- 
centage of  the  hospital's  charges  (or  of  hospital  amounts 
otherwise  calculated)  for  the  service,  no  part  of  such  pay- 
ment shall  be  considered  reasonable  for  the  purpose  of  reim- 
bursement under  title  V,  XVIII,  or  XIX,  to  the  extent  that 
the  part  exceeds  the  sum  of — 

'^(1)  the  compensation  which  would  reasonably  have 
been  paid  by  the  hospital  to  the  physician  (or  physi- 
cians) performing  the  service  (taking  into  considera- 
tion the  local  and  individual  circumstances  under  which 
the  services  are  provided  in  that  hospital)  and  additional 
costs  that  would  have  been  incurred  by  the  hospital,  if 
the  service  had  been  performed  by  the  physician  (or 
physicians)  in  an  employment  relationship  with  the  hos- 
pital, and 

"(2)  the  cost  of  such  other  reasonable  expenses  (in- 
cluding a  reasonable  allowance  for  traveltime  and  other 
reasonable  types  of  expense  related  to  differences  in  ac- 
ceptable methods  of  organizing  the  provision  of  the  serv- 
ice) incurred  by  the  physician  (or  physicians)  in  per- 
forming the  service,  as  the  Secretai*y  determines  to  be 
appropriate. 

"(b)  Notwithstanding  any  other  provision  of  this  Act,  if 
a  physician  (or  physicians)  furnishes  professional  services 
in  a  hospital  to  patients  of  the  hospital  and  if  these  services 
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are  furnished  in  the  hospital  under  a  rental  or  lease  arrange- 
ment under  which  arrangement  the  hospital  is  paid  an 
amount  that  is  based  (directly  or  indirectly)  on  a  percentage, 
fraction,  or  proportion  of  the  charges  made  for  the  services 
furnished,  the  amount  that  shall  be  treated  as  a  reduction 
from  the  hospital's  costs  otherwise  allowable  under  titles 
Y,  XVIII,  and  XIX,  with  respect  to  its  receipt  of  payments 
imder  the  arrangement,  shall  be  the  greater  of — 

"(1)  the  amount  paid  to  the  hospital  under  the  ar- 
rangement with  respect  to  the  services  furnished,  or 

"(2)  the  amount  by  which  (A)  the  charges  made  by 
the  physician  (or  physicians)  for  the  furnishing  of  the 
services,  exceeds  (B)  the  amount  of  the  costs  which 
would  have  been  incurred  for  the  furnishing  of  the  serv- 
ices if  they  were  furnished  directly  by  the  hospital 
through  individuals  who  were  all  employed  on  a  reason- 
able compensation  basis  by  the  hospital,  rather  than  under 
such  arrangements." 

(b)  (1)  Except  as  provided  in  paragraph  (2),  section  1127 

(a)  of  the  Social  Security  Act  (as  added  by  subsection  (a) ) 
shall  apply  to  payments  for  professional  services  performed 
by  physicians  on  and  after  the  first  day  of  the  first  calendar 
quarter  that  begins  more  than  60  days  after  the  date  of  enact- 
ment of  this  Act. 

(2)  If  professional  services  are  performed  by  a  physician 
(or  physicians)  under  a  contract  with  a  hospital  entered  into 
on  or  before  June  1,  1978,  section  1127(a)  of  the  Social 
Security  Act  shall  only  apply  to  pa^^ments  for  professional 
services  performed  under  the  contract  after  (A)  the  date  of 
termination  of  the  contract,  or  (B)  May  31,  1979,  whichever 
occurs  earlier. 

(c)  (1)  Except  as  provided  in  paragraph  (2),  section  1127 

(b)  of  the  Social  Security  Act  (as  added  by  subsection  (a) ) 
shall  apply  to  payments  received  by  hospitals  with  respect  to 
those  professional  services  which  are  performed  in  a  hospital 
(under  a  rental  or  lease  arrangement)  on  and  after  the  first 
day  of  the  first  calendar  quarter  that  begins  more  than  60 
days  after  the  date  of  enactment  of  this  Act. 

(2)  If  a  hospital  receives  payments  under  a  rental  or  lease 
arrangement  entered  into  before  June  1,  1978,  section  1127 
(b)  of  the  Social  Security  Act  shall  only  apply  to  payments 
received  with  respect  to  professional  services  performed  after 
(A)  the  date  of  termination  of  the  arrangement,  or  (B)  May 
31, 1979,  whichever  occurs  earlier. 

Page  51,  strike  out  lines  4  through  22  and  insert  in  lieu  thereof  the 
following : 

REPORT  ON  BILLING  FOR  LABORATORY  SERVICES 

Sec.  205.  Not  later  than  twenty-four  months  after  the 
effective  date  of  the  amendments  made  by  section  202(a) ,  the 
Secretary  shall  report  to  the  Congress  (1)  the  proportion  of 
bills  and  requests  for  payment  submitted  (during  the  eight- 
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een-month  period  beginning  on  such  effective  date)  under 
title  Xyill  of  the  Social  Security  Act  for  laboratory  tests 
which  did  not  identify  who  performed  the  tests,  (2)  the  pro- 
portion of  bills  and  requests  for  payment  submitted  during 
such  period  for  laboratory  tests  with  respect  to  which  the 
amount  paid  under  such  title  was  less  than  the  amount  that 
would  otherwise  have  been  payable  in  the  absence  of  section 
1842(h)  of  such  Act,  (3)  with  respect  to  requests  for  pay- 
ment described  in  clause  (2)  which  were  submitted  by  pa- 
tients, the  average  additional  cost  per  laboratory  test  to 
patients  resulting  from  reductions  in  payment  that  would 
otherwise  have  been  made  for  such  tests  in  the  absence  of  such 
section  1842(h),  and  (4)  with  respect  to  bills  described  in 
clause  (2)  which  were  submitted  by  physicians,  the  average 
reduction  in  payment  per  laboratory  test  to  physicians  result- 
ing from  the  application  of  such  section  1842(h). 

I.  Purpose  and  Backgeound  of  the  Bill 

Your  committee  is  concerned  about  the  lack  of  coordination  and 
consistency  in  the  application  of  quality  assurance  standards  for 
clinical  laboratories.  Currently,  different  statutory  authorities  apply 
to  different  laboratories  depending  upon  their  location.  Under  medi- 
care, for  example,  standards  applied  to  laboratories  located  outside 
hospitals  differ  somewhat  from  those  applied  to  laboratories  located 
within  hospitals;  and  among  those  laboratories  located  within  hos- 
pitals some  are  subject  to  standards  promulgated  by  the  Secretary 
of  Health,  Education  and  Welfare  while  others  must  meet  standards 
applied  by  the  Joint  Commission  on  Accreditation  of  Hospitals. 
In  addition,  clinical  laboratories  engaged  in  interstate  commerce  are 
subject  to  standards  developed  and  applied  under  authority  provided 
in  the  Public  Health  Service  Act.  It  is  clear  that  this  situation  has 
given  rise  to  a  significant  degree  of  administrative  duplication  as 
well  as  variations  in  the  applicable  standards. 

Your  committee  is  concerned  also  about  certain  types  of  financial 
arrangements  between  physicians  and  hospitals  (including  arrange- 
ments to  provide  pathology  sen^ices)  and  cestain  billing  and  pricing 
practices  with  respect  to  clinical  laboratory  services  which  have  con- 
tributed to  abuse,  waste  and  overpayments  in  the  medicare  and  medic- 
aid programs.  Information  furnished  to  your  committee  by  the 
General  Accounting  Office  indicates  that  such  practices  as  excessive 
markups  on  bills  for  laboratory  services  are  pervasive  and  costly 
to  the  program.  Your  committee  is  convinced  that  there  is  a  com- 
pelling need  to  protect  both  the  medicare  program  and  its  benefici- 
aries against  the  continued  use  of  such  practices. 

A  bill  to  amend  the  Social  Security  and  Public  Health  Service 
Acts  to  revise  and  coordinate  existing  programs  for  the  regulation  of 
clinical  laboratories  (H.E.  6221)  was  introduced  on  April  6,  1977, 
and  jointly  referred  to  the  Committees  on  Ways  and  Me-ms  and 
Interstate  and  Foreign  Commerce.  The  Conmierce  Committee's  Sub- 
committee on  Health  and  the  Environment  reported,  and  reintro- 
duced as  a  clean  bill,  H.E.  10909,  on  February  9,  1978.  Subsequently, 
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H.R.  10909  was  considered  by  the  full  Commerce  Committee  and 
ordered  reported  with,  amendments  on  March  15, 1978. 

On  ]May  9,  1978,  a  public  hearing  on  H.R.  10909  was  held  by  your 
committee's  Subcommittee  on  Health.  The  subcommittee  considered 
this  legislation  in  executive  session  on  June  6,  1978,  reporting  the 
bill  with  amendments  to  the  full  committee,  and  the  full  Committee 
on  Ways  and  Means  considered  H.R.  10909  and  ordered  it  reported 
as  amended  on  July  11,  1978. 

Comparable  legislation,  S.  705,  passed  the  Senate  on  July  28,  1977. 

II.  Summary  or  the  Bill 

As  reported,  H.R.  10909  would  modify  present  law  to  provide  for 
the  implementation  of  a  uniform  Federal  licensure  system  for  clini- 
cal laboratories  based  upon  compliance  with  quality  standards  to 
be  promulgated  by  the  Secretary  of  Health,  Education  and  Welfare. 
Since  one  of  the  major  objectives  of  the  bill  is  to  encourage  states 
to  assume  responsibility  for  the  inspection  and  licensure  of  clinical 
laboratories,  the  Secretary  is  authorized  to  delegate  his  licensure 
authority  to  states  implementing  programs  equivalent  to  the  Federal 
program. 

Other  elements  of  the  system  include :  the  exemption  of  physicians' 
office  laboratories  where  the  physicians  perform  the  tests  themselves 
for  their  own  patients;  waiver  of  supervisory  and  technical  person- 
nel standards  for  a  period  of  time  for  clinical  laboratories  in  rural 
areas;  provision  for  penalties  for  kickbacks  and  other  fraudulent 
practices  in  connection  with  clinical  laboratory  services;  authority 
for  the  Secretary  to  utilize  qualified  public  and  nonprofit  private 
-entities  to  conduct  surveys  of  clinical  laboratories  and  to  administer 
laboratory  proficiency  tests ;  and  provision  for  the  Secretary  to  con- 
duct studies  concerning  the  qualifications  of  laboratory  personnel, 
proficiency  testing  methodologies,  and  the  effect  of  this  legislation 
on  the  cost  and  quality  of  clinical  laboratory  services. 

The  bill  would  also  modify  the  reimbursement  provisions  of  present 
law  with  respect  to  (1)  arrangements  between  hospitals  and  physicians 
under  which  payments  to  either  party  are  based  on  a  percentage  of  the 
total  amount  billed  for  the  services  performed,  and  (2)  charges  for 
clinical  laboratory  services  included  in  a  physician's  bill. 

Although  the  Committee  on  Ways  and  Means  limited  its  actual 
amendments  to  the  bill  to  those  provisions  of  it  relating  to  the  medi- 
care program,  for  purposes  of  the  committee's  deliberations  and  this 
report  it  has  been  assumed  that  the  amendments  adopted  by  the 
Committee  on  Interstate  and  Forei^  Commerce  constitute  an  integral 
part  of  the  bill. 

III.  Gejteral  Statement 

EXPLANATION-,  JUSTIFICATION,  AND  COMPARISON  WITH  PRESENT  LAW 

A.  Title  /,  sections  101-105 — Public  Health  Service  Act  amendments 

The  bill  would  modify  present  law  to  provide  for  the  implementa- 
tion of  a  uniform  Federal  licensure  system  for  clinical  laboratories 
based  upon  compliance  with  quality  standards  to  be  promulgated  by 
the  Secretary  of  Health,  Education,  and  Welfare. 
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Under  present  law,  there  is  in  existence  a  limited  Federal  licensure 
system  for  clinical  laboratories  directly  engaged  in  interstate  com- 
merce, and  a  clinical  laboratory  certification  system  under  medicare 
and  medicaid  applicable  to  nonhospital  clinical  laboratories.  (Under 
medicare,  a  hospital  laboratory  is  surveyed  and  certified  as  part  of 
the  hospital.  Moreover,  hospital  laboratories  may  be  subject  to  differ- 
ent standards;  those  in  hospitals  accredited  by  the  Joint  Commission 
on  Accreditation  of  Hospitals  ( JCAH)  must  meet  JCAH  standards, 
and  those  in  nonaccredited  hospitals  must  meet  standards  established 
by  the  medicare  program.)  H.R.  10900  would  absorb  these  several 
systems  into  a  single,  uniform  clinical  laboratory  licensure  program. 
The  implementation  of  this  program  would  eliminate  the  overlapping 
and  duplication  that  now  occurs  under  present  law  in  applying  clini- 
cal laboratory  standards. 

The  licensure  program  that  would  be  established  under  these  provi- 
sions of  the  bill  would  include  the  following  elements : 

1.  National  standarrds. — The  Secretary  would  be  required  to  estab- 
lish national  standards  for  clinical  lai30ratories  to  assure  accurate 
testing,  including  standards  relating  to  the  maintenance  of  quality 
controls,  laboratory  equipment  and  procedures,  record-keeping, 
periodic  on-site  proficiency  testing  (and  the  optional  use  of  blind 
proficiency  testin.o'),  and  qualifications  for  laboratory  personnel.  Such 
standards  are  to  be  promulgated  by  the  Secretary  within  one  year 
after  enactment. 

2.  Application  of  national  standards. — The  standards  would  be 
effective  UT)on  promulgation  and  apply  to  all  clinical  laboratories 
with  the  following  exceptions : 

(a)  The  standards  v^ould  not  be  applicable  to  intrastate  labora- 
tories (which  include  most  hospital-based  laboratories)  until  two 
years  after  their  promulgation ; 

(h)  Eequirements  relating  to  supervisory  and  technical  per- 
sonnel qualifications  would  be  delayed  for  four  years  for  a  clini- 
cal laboratory  located  in  a  rural  area  where  qualified  personnel 
are  not  available,  the  laboratory  performs  services  only  for  hos- 
pitals and  practitioners  located  in  the  rural  area,  and  the  labora- 
tory provides  assurances  that  it  will  make  efforts  to  train  or  re- 
cruit individuals  who  will  meet  the  requirements ; 

{c)  The  standards  would  not  be  applicable  to:  (i)  a  labora- 
tory in  the  office  of  a  physician,  dentist  or  podiatrist  where  the 
only  tests  done  are  performed  by  the  practitioner  for  his  own 
patients;  (ii)  a  laboratory  located  in  the  office  of  a  group  of  not 
more  than  five  such  practitioners  in  which  testing  is  done  only  for 
the  group's  patients,  provided  the  laboratory  agrees  to  participate 
in  a  stud}^  of  practitioners'  office  laboratories ;  and  (iii)  a  labora- 
tory in  which  the  only  tests  performed  are  for  biomedical  or 
behavioral  research ; 

(d)  Highlv  specialized  laboratories  engasred  exclusively  in  the 
assessment  of  cardiac  or  pulmonary  function  would  be  exem.pt 
from  the  standards  for  two  years  from  the  date  of  enactment; 
however,  at  the  end  of  such  period,  the  Secretary  is  renuired  to 
issue  regulations  establishing  appropriate  national  standards  for 
such  laboratories ; 
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(e)  Federal  clinical  laboratories  would  be  subject  to  the 
standards  unless :  (i)  they  are  under  the  jurisdiction  of  the  Armed 
Forces  or  the  Veterans'  Administration,  or  (ii)  the  agency  with 
jurisdiction  has  equally  stringent  standards. 

3.  Licensure— ThQ  Secretary  would  be  required  to  establish  a  sys- 
tem of  licensure  under  which  a  license  is  to  be  issued  upon  application 
where  the  laboratory  is  in  compliance  with  the  standards,  files  a  sched- 
ule of  fees  charged  for  services  and  discloses  any  contractual  agree- 
ments between  the  applicant  and  physicians  regarding  laboratory 
services.  Eevocation  or  suspension  of  a  license  for  failure  to  comply 
with  the  licensure  requirements  or  for  fraudulent  or  improper  activities 
in  comiection  with  the  solicitation,  performance  or  payment  for  labora- 
tory services  (including  the  payment  of  founder's  fees  and  kickbacks) 
is  authorized.  Provision  is  made  for  judicial  review  of  such  revocation 
actions.  The  Secretary  is  authorized  to  inspect  laboratories  for  the  pur- 
pose of  establishing,  compliance  with  licensure  requirements. 

4.  Delegation  of  primary  enforcement  resfonsibility  to  a  State. — 
A  State  may  assume  primary  enforcement  responsibility  for  the  regu- 
lation of  laboratories  located  within  its  jurisdiction  if:  (a)  it  has 
adopted  standards  no  less  stringent  than  the  national  standards ;  (b) 
has  established  an  enforcement  mechanism;  (c)  permits  exemptions 
from  its  standards  under  conditions  not  less  stringent  than  Federal 
conditions;  (d)  has  procedures  for  controlling  health  hazards;  and 
(e)  has  designated  a  single  State  agency  for  enforcement  of  the  stand- 
ards and  administration  of  the  licensure  system. 

5.  Agreements. — The  Secretary  (and  a  State  with  primary  enforce- 
ment responsibility)  would  be  authorized  to  enter  into  agreements 
with  qualified  public  or  nonprofit  private  entities  to  conduct  inspec- 
tions of  clinical  laboratories  and/or  administer  laboratory  proficiency 
tests. 

6.  Employee  protection. — ^An  employer  is  prohibited  from  discharg- 
ing or  discriminating  against  an  employee  because  the  employee 
commenced  or  testified  in  a  Federal  or  State  proceeding  relating  to 
violations  of  this  legislation,  and  the  Secretary  of  Labor  is  authorized 
to  investigate  such  complaints  and  to  order  reinstatement  in  appropri- 
ate instances,  subject  to  judicial  review. 

7.  Studies. — The  Secretary  of  HEW  is  to  conduct  studies  relating  to 
standards  for  laboratory  personnel  and  services,  proficiency  testing 
methodologies,  the  scope  and  quality  of  laboratory  testing  in  various 
types  of  practitioners'  offices,  and  the  effect  of  this  legislation  on  the 
quality  and  cost  of  laboratory  services. 

8.  Grants. — The  bill  authorizes  the  Secretary  to  make  grants  to 
States  with  primary  enforcement  responsibility  to  assist  them  in  meet- 
ing the  costs  of  administration. 

Your  committee  has  concluded,  based  on  its  consideration  of  this 
title  of  the  bill,  that  some  additional  clarification  of  the  intent  of  cer- 
tain provisions  is  necessary.  Thus,  with  respect  to  the  provision  relating 
:to  proficiency  testing,  the  committee  notes  that  widespread  applica- 
tion of  certain  types  of  proficiency  testing  methodologies,  particularly 
blind  proficiency  testing,  may  involve  significant  logistical  problems. 
In  light  of  this  consideration,  the  committee  believes  it  would  be  appro- 
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priate  to  apply  blind  proficiency  testing  on  a  selective  basis  where,  for 
example,  the  Secretary  already  has  evidence  from  other  sources  that 
the  laboratory's  practices  are  questionable  or  fraudulent.  It  is  expected, 
therefore,  that  the  Secretary  would  use  any  blind  proficiency  testing 
programs  developed  under  this  legislation  on  such  a  selective  basis.  It 
is  also  expected  that  the  Secretary  will  continue  to  utilize,  wherever  and 
to  the  extent  he  finds  it  appropriate,  those  proficiency  testing  programs 
now  being  conducted  in  conjunction  with  the  administration  of  the 
present  interstate  laboratory  licensure  program  by  both  the  Federal 
goverment  and  recognized  private  professional  organizations. 

Your  committee  also  notes  that  the  provision  for  the  revocation  of 
a  laboratory's  license  in  the  event  an  individual  associated  with  the 
laboratory  is  convicted  of  a  fraudulent  act  under  sections  1877(b)  or 
1909(b)  of  the  Social  Security  Act  (the  "anti-fraud"  provisions  of 
present  medicare  and  medicaid  law) ,  or  under  section  375  of  the  Public 
Health  Service  Act  as  added  by  this  bill,  may  not  delineate  with 
sufficient  precision  the  intended  scope  of  this  provision.  It  is  neces- 
sary, therefore,  to  emphasize  the  intent  that  such  revocation  action 
would  be  taken  only  where  the  individual  so  convicted  is  an  individual 
with  an  ownership  or  control  interest  (as  defined  in  section  1124(a)  (3) 
of  the  Social  Security  Act)  in  the  laboratory. 

It  is  your  committee's  understanding  that  the  intent  with  respect 
to  a  laboratory  which  has  separate  physical  locations  or  collection 
stations  but  which  has  central  control,  management  and  supervision  of 
the  activities  of  all  these  separate  locations  is  that  one  license  would 
cover  such  a  group  of  centrally  managed  facilities  in  one  geographic 
area. 

Finalh^,  your  committee  wishes  to  take  note  of  what  might  appear 
on  the  surface  to  be  a  disparity  in  the  timing  of  the  application  of  na- 
tional standards  to  specialized  laboratories  (particularly  cardiac  and 
pulmonary  function  laboratories)  and  all  other  intrastate  laboratories. 
Under  the  bill,  the  national  standards  are  not  applicable  to  intrastate 
clinical  laboratories  until  two  years  following  the  promulgation  of 
the  standards.  (The  Secretary  must  promulgate  such  standards  within 
one  3^ear  after  enactment.)  The  bill  also  provides  that  within  two 
years  after  enactment  the  Secretary  is  to  promulgate  regulations  to 
make  national  standards  applicable  to  specialized  laboratories.  It  is 
clear  that  the  intent  of  these  provisions  is  to  (1)  permit  sufficient  time 
for  the  Secretary,  in  the  case  of  cardiac  and  pulmonary  function 
laboratories,  to  consult  with  hospital  administrators  and  others  knowl- 
edgeable in  medical  laboratory  procedures  and  to  consider  any  special 
conditions  that  need  to  be  taken  into  account  before  prescribing  stand- 
ards for  such  laboratories;  and  (2)  provide  sufficient  time  for  all 
laboratories,  following  promulgation  of  the  standards,  to  take  the 
necessary  steps  to  come  into  compliance  with  the  standards.  Thus, 
the  committee  expects  that  the  applicable  national  standards  for 
cardiac  and  pulmonary  function  laboratories  will  be  made  effective 
at  the  same  time  as  standards  are  made  effective  for  intrastate  clinical 
laboratories.  It  is  also  expected  that  standards  under  present  law 
for  such  laboratories  will  continue  to  be  applied  until  the  new  stand- 
ards become  effective. 
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Your  committee  also  wishes  to  take  note  of  certain  differences  ex- 
pressed by  committee  members  with  respect  to  other  provisions  of  this 
title.  Thus,  the  committee  has  some  concern  about  the  application  of 
the  national  standards  to  laboratories  engaged  solely  in  the  assessment 
of  an  individual's  insurability  or  eligibility  for  insurance  benefits. 
The  committee  believes  it  would  be  preferable  to  continue  the  exemp- 
tion of  insurance  examination  and  testing  procedures  now  provided 
for  under  the  clinical  laboratory  legislation  enacted  in  1967. 

Your  committee  also  notes  that  while  the  bill  provides  for  a  phased 
approach  to  the  implementation  of  standards  relating  to  supervisory 
and  technical  personnel  qualifications  for  rural  laboratories,  the  bill 
provides  no  authority,  once  the  last  phase  has  been  implemented,  to 
defer  application  of  these  standards  to  rural  laboratories  which  expe- 
rience problems  in  recruiting  or  retaining  fully  qualified  people.  It 
may  be  appropriate,  therefore,  to  provide  some  discretionary  author- 
ity for  the  Secretary  to  extend  the  personnel  exemption  for  limited 
periods  in  those  situations  where  a  rural  laboratory  is  experiencing 
a  temporary  shortage  of  qualified  technical  personnel. 

B.  Title  II — Social  Security  Act  amendments 

Section  203 — Amendments  to  Title  XIX  {Medicaid)  of  the 
Social  Security  Act 

The  bill  would  allow  a  State  to  purchase  laboratory  services  for  its 
medicaid  population  through  competitive  bidding  arrangements  for 
a  3-year  experimental  period.  Under  this  provision,  services  may  be 
purchased  only  from  laboratories  meeting  standards  and  only  if  the 
laboratories  charge  the  medicaid  program  at  rates  that  do  not  exceed 
the  lowest  amount  charged  to  others  for  similar  tests.  The  bill  would 
also  make  conforming  changes  in  title  XIX  to  provide  that  medicaid 
payments  generally  may  be  made  only  to  clinical  laboratories  meeting 
applicable  standards. 

Your  committee  wishes  to  express  its  recommendation  with  respect 
to  competitive  bidding  arrangements  under  medicaid  that  the  speci- 
fications for  each  service  bid  upon  include  provision  for  the  quality 
of  the  services  to  be  furnished.  The  committee  also  notes  some  dis- 
agreement as  to  the  most  appro^^riate  duration  for  assessing  the  effec- 
tiveness of  competitive  bidding  arrangements. 

Sections  202 {a) ;  201;  205 — Billing  Requirements  for  Clinical 

Laboratory  Tests 

The  bill  provides  that  payments  to  physicians  for  laboratory  serv- 
ices under  medicare  shall  be  determined  as  follows:  (a)  where  the 
physician's  bill  indicates  that  the  physician  personally  performed 
or  supervised  such  services,  payment  would  be  the  reasonable  charge 
of  the  physician  for  such  services;  (b)  where  the  bill  indicates  that 
the  services  were  performed  by  a  laboratory  and  specifies  the  amount 
the  laboratory  charged  the  physician,  payment  would  be  lower  of :  the 
laboratory's  reasonable  charge  for  such  services  or  the  amount  the  lab- 
oratory charged  the  physician,  plus  a  nominal  fee  where  the  physician, 
bills  for  such  a  service  to  cover  the  physician's  costs  in  collecting  and 
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liandling  the  specimen;  (c)  where  the  bill  does  not  indicate  who  per- 
formed the  service  or  indicates  the  service  was  performed  by  a  labora- 
tory which  is  not  identified,  payment  would  be  at  the  charge  estimated 
to  be  the  lowest  charge  at  which  the  service  could  have  been  secured  by 
a  physician  from  a  laboratoiy  serving  the  locality. 

Section  201  of  the  bill  authorizes  the  Secretary  to  examine  a  labora- 
tory's records  to  verify  the  amounts  it  charges  physicians  for  services. 

Section  205  of  the  bill  requires  the  Secretary  to  study  and  report 
to  the  Congress  (within  2  years  after  enactment)  on  the  effect  of  the 
new  billing  provision  with  respect  to  physician  billing  practices  and 
any  changes  in  the  average  cost  per  laboratory  service  for  the  pro- 
gram and  for  beneficiaries. 

Evidence  accumulated  by  GAO,  the  Senate  Subcommittee  on  Long- 
Term  Care  and  HEW  indicates  that  there  are  frequently  substantial 
markups  in  bills  submitted  by  physicians  for  laboratory  services.  In 
addition,  such  bills  often  do  not  identify  the  laboratory  actually  per- 
forming the  tests  which  necessitates  additional  claims  development 
by  the  medicare  carrier  to  determine  whether  the  laboratory  is  one 
that  meets  medicare's  health  and  safety  standards. 

The  bill  addresses  these  problems  by  prescribing  specific  informa- 
tional requirements  for  the  completion  of  a  physician's  bill  that  in- 
cludes laboratory  services,  and  by  adjusting  payment  in  accordance 
with  the  provision  of  such  information.  Thus,  the  bill  provides  that 
when  a  physician  includes  an  am.ount  in  his  bill  for  laboratory  serv- 
ices, he  must  indicate  whether  (i)  he  performed  the  service  or  (ii) 
the  name  of  the  laboratory  performing  the  service  and  the  amount 
the  physician  was  charged  by  the  laboratory.  If  the  physician  indi- 
cates he  performed  the  service  he  would  be  reimbursed  for  his  rea- 
sonable charge  for  that  service. 

If  the  physician  indicates  that  the  laboratory  service  was  per- 
formed elsewhere  and  how  much  he  was  charged  for  that  service,  pay- 
ment would  be  the  lower  of  the  laboratory's  reasonable  charge  to 
medicare  beneficiaries  or  the  amount  the  laboratory  actually  charged 
him,  plus  a  nominal  fee  for  the  collection  and  handling  of  the  speci- 
men. It  is  expected  that  the  am.ount  shown  on  a  physician's  bill  as  the 
amount  charged  by  the  laboratory  for  its  service  will  reflect  all  reduc- 
tions, such  as  volume  discounts,  to  the  extent  that  these  are  known 
to  the  physician  or  can  be  estimated  by  him  based  on  past  experience, 
as  the  time  the  bill  is  submitted.  In  order  to  verify  (whenever  neces- 
sary) the  information  supplied  by  the  physician  concerning  these 
amounts,  the  bill  authorizes  program  access  to  the  laboratory's  billing 
records. 

Your  committee  believes  that  when  payment  is  made  for  a  labora- 
tory service  which  a  physician  purchases  from  an  outside  source,  it  is 
reasonable  to  expect  that  the  physician's  charge  to  the  patient  for  the 
purchased  service  will  be  in  line  with  the  laboratory's  charge  to  the 
physician.  The  bill,  therefore,  provides  that  in  such  an  instance  pro- 
gram payment  for  the  laboratory  service  be  related  to  the  laboratory's 
charge  to  the  physician.  The  bill  also  provides  for  payment  of  a  nomi- 
nal fee  for  the  physician's  collection  and  handling  of  the  specimen 
on  which  the  outside  laboratory  test  was  performed  in  recognition  of 
the  fact  that  when  a  physician  or  paramedical  in  his  employ  extracts 
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a  specimen  from  a  patient  he  often  incurs  expenses  in  collecting,  pre- 
paring, shipping  and  maintaining  records  concerning  the  specimen. 
It  is  expected,  therefore,  that  the  Secretary  will  take  into  account 
reasonable  expenses  of  this  kind  in  determining  the  amount  of  the 
nominal  fee  for  this  service. 

Where  the  physician  fails  to  provide  the  necessary  information, 
the  payment  allowed  for  the  laboratory  service  included  in  his  bill 
would  be  the  lowest  charge  at  which  such  services  could  have  been 
secured  by  a  physician  from  a  laboratory  serving  the  locality.  The 
intent  is  to  provide  a  financial  incentive  for  physicians  to  furnish 
the  necessary  information  so  that  it  can  be  readily  determined  that 
the  laboratory  is  qualified  and  that  there  is  no  unreasonable  markup 
included  in  the  physician's  charge  for  laboratory  tests. 

It  is  recognized  that  the  financial  consequences  of  the  adjustments 
in  reimbursement  that  would  be  made  under  this  provision  will  be 
felt  by  the  patient  rather  than  the  physician  in  those  cases  where  the 
physician  chooses  not  to  take  an  assignment  and  to  bill  the  patient 
directly  for  the  amount  reduced  by  the  program.  The  issue  is  whether 
the  medicare  program  should  continue  to  pay  excessive  markups  on 
laboratory  tests  because  the  failure  of  physicians  to  take  assignment 
might  result  in  some  cases  in  increased  out-of-pocket  payments  by 
beneficiaries.  Your  committee  concluded  that  excessive  program  pay- 
ments for  markups  on  laboratory  services  could  not  be  justified,  but 
recognizing  the  potential  consequences  for  beneficiaries  requires  the 
Secretary  to  report  to  the  Congress  within  2  years  on  the  experience 
with  this  provision,  particularly  in  regard  to  how  frequently  and  in 
what  amounts  reductions  in  allowed  payments  affect  beneficiaries. 

Section  202  {c) — Applicability  of  JO  AH  Hospital  Laboratory 

Standards 

The  bill  provides  that  if  the  Joint  Commission  on  Accreditation  of 
Hospitals  imposes  standards  for  hospital  laboratories  that  are  at  least 
equivalent  to  the  national  standards,  the  Secretary  (or  the  State,  in 
the  case  of  a  State  with  primary  enforcement  responsibility)  may 
deem  a  laboratory  in  a  JCAH-accredited  hospital  to  be  in  compliance 
with  the  national  standards. 

Under  present  law,  a  clinical  laboratory  located  in  a  hospital  ac- 
credited by  the  JCAH  is  deemed  to  meet  medicare's  health  and  safety 
standards.  The  Secretary  is  authorized,  however,  to  set  higher  stand- 
ards than  those  applied  by  JCAH  and  may,  in  such  case,  conduct  in- 
spections to  verify  compliance  with  those  standards.  The  bill  conforms 
to  this  present  medicare  policy  by  providing  that  JCAH  accredita- 
tion will  be  acceptable  as  evidence  of  a  hospital  laboratory's  compliance 
with  national  standards,  if  the  Secretary  determines  that  the  JCAH's 
laboratory  standards  are  at  least  equivalent  to  the  national  standards. 

Section  20^ — Percentage  Arrangements  of  Hospital-Ba^ed  Physicians 

Tlie  bill  provides  that  costs  incurred  by  a  hospital  (where  the  pay- 
ment is  based  on  a  percentage  of  the  hospital's  total  charges  for  the 
service)  would  not  be  reimbursed  to  the  extent  they  exceed  the  sum  of : 
(a)  the  reasonable  compensation  which  would  have  been  paid  the 
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pliysiciaii  if  he  were  in  an  eniplojTiient  relationship  with  the  hospital, 
and  (b)  the  cost  of  other  reasonable  expenses  incurred  by  the  physiciaji. 
In  addition,  where  a  physician  furnishes  services  to  hospital  patients 
under  a  lease  arrangement  and  the  amount  paid  to  the  hospital  under 
the  arrangement  is  based  on  a  percentage  of  the  physician's  total 
charges,  the  hospital's  allowable  costs  would  be  offset  by  the  greater 
of:  (1)  the  actual  amount  paid  under  the  least  (the  amount  which  is 
ordinarily  offset  against  costs) ,  or  (2)  the  difference  between  the  total 
charges  of  the  physician  and  what  it  would  have  cost  the  hospital  to 
furnish  the  services  through  individuals  employed  by  the  hospital. 

When  rental  and  lease  arrangements  between  hospitals  and  phys- 
icians, including  pathologists,  provide  for  payments  to  either  party 
on  the  basis  of  a  percentage  of  total  charges  for  services  fumislied  by 
the  hospital  department  (for  example,  the  hospital  laboratory),  the 
ph3^sician  and/or  hospital's  compensation  is  directly  related  to  the 
volume  of  services  furnished.  Although  such  arrangements  often  pro- 
vide incentives  to  furnish  excessive  services,  and  thus  increase  the  cost 
of  laboratory  and  other  services  for  the  medicare  and  medicaid  pro- 
grams, there  is  no  provision  under  present  law  to  encourage  more 
reasonable  arrangements.  The  bill  addresses  this  problem  by  providing 
that  reimbursement  for  professional  services  to  hospitals  which  have 
percentage  arrangements  with  hospital-based  physicians  is  to  be 
related  to  the  costs  a  hospital  would  have  incurred  in  the  absence  of 
a  percentage  arrangement;  i.e.,  if  the  services  were  furnished  directly 
by  the  hospital  through  individuals  in  an  employment  relationship 
with  the  hospital.  While  the  provision  would  not  prohibit  percentag-e 
arrangements  as  such,  it  would  effectively  discourage  the  develop- 
ment or  continuation  of  those  p<3rcentage  arrangements  that  have 
given  rise  to  excessive  utilization  and  have  generated  unreasonable 
compensation. 

In  order  to  help  facilitate  conversion  from  percentage  arrange- 
ments to  other  more  reasonable  contractual  arrangements,  the  com- 
mittee expects  the  Secretary  to  provide  such  assistance  as  is  feasible 
to  ease  such  conversions  and  to  assure  the  prompt  implementation  of 
policies  for  reimbursement  under  such  other  types  of  arrangements. 

Your  committee  believes  that  the  unique  situation  of  an  isolated, 
rural  hospital  with  respect  to  the  provision  of  professional  services 
warrants  particular  attention.  The  committee  expects,  therefore,  that 
the  Secretary  will  take  fully  into  account  in  developing  policies  con- 
cerning the  determination  of  potential  hospital  costs  those  special 
circumstances  relating  to  the  reasonable  expenses  incurred  by  a  phys- 
ician, such  as  traveling,  the  mode  of  transportation  and  other  expenses 
arising  from  differences  related  to  acceptable  methods  for  organizing 
and  providing  services  in  such  a  hospital. 

Section  202  (h)  and  (d) — Confo^vning  Amendments  to  Title  XVIII 

The  bill  makes  conforming  changes  in  title  XVIII  to  provide  that 
payment  for  laboratory  services  under  medicare  may  not  be  made 
unless  the  laboratory  meets  the  applicable  standards.  These  confoim- 
ing  amendments  would  assure  the  continuation  of  present  medicare 
policy  to  require  laboratory  compliance  with  standards  as  a  condition 
of  medicare  payment. 
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IV.  Cost  of  Carrying  Out  the  Bill  and  Effect  on  the  Revenues 

In  compliance  Tvith  subdivision  (C)  of  clause  2(1)  (3)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  the  statement  relative 
to  the  estimated  costs  of  carrying  out  the  bill  provided  to  your  Com- 
mittee by  the  Director  of  the  Congressional  Budget  Office  follov^^s: 

Congressional  Budget  Office, 

U.S.  Congress, 
Washington,  D.O.  July  12, 1978, 

Hon.  Al  Ullman, 

Chairman,  Committee  on  Ways  and  Means,  U.S.  House  of  Eepresenta- 
ti/ves,  Washington,  I),C. 
Dear  Mr.  Chairman  :  Pursuant  to  Section  403  of  the  Congressional 
Budget  Act  of  1974,  the  Congressional  Budget  Office  has  prepared  the 
attached  cost  estimate  for  H.R.  10909,  the  Clinical  Laboratory  Im- 
provement Act  of  1978. 

Should  the  committee  so  desire,  we  would  be  pleased  to  provide 
further  details  on  the  attached  cost  estimate. 
Sincerely, 

Robert  A.  Levine, 
(For  Alice  M.  Rivlin, 

Director) . 

congressional  budget  office — COST  ESTIMATE 

July  12,  1978. 

1.  Bill  number:  H.R.  10909. 

2.  Bill  title :  Clinical  Laboratory  Improvement  Act  of  1978. 

3.  Bill  status:  As  amended  by  the  Subcommittee  on  Health,  the 
Committee  on  Ways  and  Means  on  June  12, 1978. 

4.  Bill  purpose:  To  amend  the  Public  Health  Service  and  Social 
Security  Acts  in  order  to  assure  expanded  and  improved  regulation  of 
clinical  laboratories  and  to  reduce  the  present  levels  of  reimbursement 
under  Medicare  and  Medicaid  for  laboratory  services. 

5.  Cost  estimate : 

[By  fiscal  years,  in  millions  of  dollarsl 


1979 

1980 

1981 

1982 

1983 

Inspection  program:  Authorization  level/costs  

Medicaid: 

Required  budget  authority  

Outlays: 

Competitive  bid  laboratories    

Limitation  on  percentage  arrangements  for  hospital- 
based  physicians     

3.00 

3. 00 

3.  00 

3.00 

3. 00 

18. 10 
-16.00 
-2. 10 

-46. 00 
-41. 60 
-4. 70 

-58.  30 
-53. 10 
-5. 20 

-5. 60 
0 

-5. 60 

-6. 40 
0 

-6. 40 

Total  -    

-18.10 

-46. 30 

-58. 30 

-5. 60 

-6. 40 

Medicare: 
Outlays: 

Exclusion  of  certain  charges  

Limitation  on  percentage  arrangements  for  hospital- 
based  physicians    

-5. 76 
-6. 20 

-6. 34 
-13. 90 

-6.  97 
-15. 70 

-7.  87 
-16. 90 

-8.  43 
-19.  00 

Total    

-11.96 

-20. 24 

-22. 67 

-24. 77 

-27. 43 

The  costs  of  this  bill  fall  within  budget  function  550.  This  bill  would 
reduce  future  federal  liabilities  through  a  change  to  an  existing  en- 
titlement, and  therefore  could  permit  subsequent  appropriation  action 
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to  reduce  the  necessary  budget  authority.  The  figures  shown  as  "Re- 
quired Budget  Authority"  represent  that  amount  by  which  budget  au- 
thority could  be  reduced  below  the  level  needed  in  the  absence  of 
enactment  of  H.R.  10909. 

6.  Basis  for  estimate :  It  is  assumed  that  the  authorization  level  for 
the  inspection  program  stipulated  in  the  bill  will  be  fully  appropriated 
and  outlayed  during  1979  and  1980.  The  Health  Care  Financing  Ad- 
mmistration  (HCFA)  estimates  that  approximately  3,000  laboratories 
not  presently  covered  by  existing  interstate  and/or  Medicare  regula- 
tions will  require  inspections  at  a  cost  of  $1,000  per  laboratory.  This 
cost  is  for  contractual  services  that  will  be  administered  by  the  local 
health  services  agencies. 

All  savings  reflect  the  bill's  impact  on  current  policy  projections  for 
Medicare  and  Medicaid  laboratory  fees.  The  savings  shown  for  the 
"exclusion  of  certain  charges"  provision  are  based  on  an  estimate  that 
total  laboratory  reimbursement  under  Medicare  would  be  $57.6  mil- 
lion in  1979  under  current  policy.  This  figure  was  then  inflated  by  10 
percent  a  year  to  account  for  the  overall  increase  in  laboratory  services 
in  fiscal  years  1980-1983.  (The  10  percent  deflator  was  based  on  data 
from  the  Bureau  of  Labor  Statistics  on  the  average  annual  increase  in 
laboratory  costs.)  Officials  in  both  New  York  and  Xew  Jersey  esti- 
mated that  as  much  as  33  percent  of  current  laboratory  costs  could  be 
attributed  to  finder's  fees  and  disproportionate  costs.  However,  because 
of  variations  throughout  the  country  in  laboratory  costs  as  well  as  dif- 
ficulties in  fully  implementing  this  provision,  a  10  percent  savings  was 
assumed  for  fiscal  years  1979-1983.  Although  this  provision  also  ap- 
plies to  Medicaid,  it  is  assumed  that  the  implementation  of  the  com- 
petitive bidding  process  for  laboratory  services  will  almost  completely 
eliminate  finder's  fees  and  disproportionate  charges  for  Medicaid 
recipients. 

To  estimate  the  savings  associated  with  the  laboratory  competitive 
bidding  process,  a  federal  Medicaid  Laboratory  fee  base  of  $128  mil- 
lion was  assumed  for  1979  (based  on  data  from  the  Senate  Special 
Committee  on  Aging) .  A  savings  rate  was  derived  from  studies  con- 
ducted in  New  York,  New  Jersey,  and  California  on  the  effects  of  a 
competitive  bidding  process.  Their  reported  savings  ranged  from  20 
to  50  percent.  A  25  percent  savings  rate  was  assumed  for  the  first  year 
during  which  competitive  bidding  would  be  in  effect.  Thereafter,  it 
was  assumed  that  as  experience  was  gained  Avith  the  competitive  bid- 
ding process,  the  rate  of  growth  in  the  laboratory  fee  base  would  de- 
cline from  15  percent  a  year  to  10  percent.  The  result  is  that  the  net 
savings  rate  would  grow  to  30  percent  by  1981.  Time  delays  for  im- 
plementing the  bidding  process  were  assumed  to  reduce  the  savings 
in  1979  by  50  percent.  Full  savings  were  assumed  in  outyears.  It  should 
also  be  noted  that  the  program  is  only  authorized  through  1981. 

The  pro^dsion  limiting  percentage  arrangements  for  hospital-based 
physicians  w^ould  reduce  payments  to  hospitals  by  the  di^erence  be- 
tween what  physicians  are  paid  on  a  percentage  basis  and  what  they 
would  be  paid  as  salaried  employees.  Savings  were  assumed  to  apply 
to  pathologists  providing  laboratory  services  in  hospitals.  It  was  esti- 
mated on  the  basis  of  data  available  from  the  American  Medical  As- 
sociation, HCFA,  and  a  recent  study  of  hospital-based  physicians  done 
by  Arthur  Andersen  and  Co.  for 'HCFA,  that  approximately  1,000 
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liospital  pathologists  would  be  affected  by  this  provision.  The  Ander- 
^sen  study  also  provided  data  for  1975  on  the  difference  in  income  be- 
tween percentage  basis  and  salaried  pathologists  in  hospitals.  This 
difference  was  adjusted  for  the  overhead  expenses  assumed  to  be  gen- 
ei-ated  by  the  salaried  pathologists  and  inflated  by  a  factor  for  the 
growth  iia  total  hospital  expenditures  from  1975  to  1979.  It  was  further 
assumed  that  only  half  of  the  apparent  savings  would  be  realized  be- 
cause of  various  adjustments  likely  to  occur  in  the  arrangements  be- 
tween the  affected  pathologists  and  their  hospitals.  Due  to  delays  in 
implementation,  only  half  of  the  potential  savings  in  fiscal  year  1979 
are  assumed  to  occur,  whereas  full  savings  occur  in  the  outyears.  The 
savings  were  assumed  to  grow  at  a  rate  consistent  with  the  growth  in 
total  hospital  expenditures. 

7.  Estimate  comparison :  IN'one. 

8.  Previous  CBO  estimate :  This  cost  estimate  is  a  modification  of  the 
CBO  cost  estimate  for  H.R.  10909  as  reported  out  by  the  Committee  on 
Interstate  and  Foreign  Commerce  on  March  24, 1978.  It  is  different  in 
that  additional  savings  are  generated  by  the  provision  disallowing  per- 
centage arrangements  for  hospital-based  physicians  which  was  added 
by  the  Subcommittee.  In  addition,  this  estimate  modifies  the  earlier 
estimate  by  assuming  that  the  costs  of  certain  research  activities  for 
which  no  authorizations  are  given  in  the  bill,  will  be  covered  by  the 
budget  for  studies  and  demonstration  projects  falling  imder  the  au- 
thority of  Section  1875  of  the  Social  Security  Act. 

9.  Estimate  prepared  by :  Eric  Wedum  (225-7766) . 

10.  Estimate  approved  by : 

C.  A.  NUCKOLS, 

(For  James  L.  Blum, 

Assistant  Director 
for  Budget  Analysis) . 

In  compliance  with  clause  7  of  rule  XIII  of  the  Rules  of  the  House 
of  Representatives,  the  following  statement  is  made.  Your  committer 
concurs  in  the  estimate  furnished  by  the  Director  of  the  Congressional 
Budget  Office  relative  to  the  cost  impact  of  H.R.  10909  as  amended. 

V.  Other  Matters  to  be  Discussed  Under  the  House  Rules 

VOTE  OF  the  committee 

In  compliance  with  subdivision  (B)  of  clause  2(1)  (2)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  your  committee  reports 
that  H.R.  10909  was  ordered  favorably  reported  by  a  voice  vote. 

OVERSIGHT  FINDINGS 

In  compliance  with  subdivision  (A)  of  clause  2(1)  (3)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  your  committee  reports 
that  oversight  activities  with  respect  to  this  program  have  been 
conducted  by  several  committees  of  the  Congress,  including  your 
committee,  in  connection  with  consideration  of  fraud  and  abuse  legis- 
lation and  legislation  relatin.o;  to  the  medicare  prosrram.  Oversight 
activities  of  a  similar  nature  have  been  conducted  by  the  Committee 
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on  Interstate  and  Foreign  Commerce.  Your  committee  has  not  received 
oversight  findings  with  respect  to  this  program  from  the  Committee 
on  Government  Operations. 

NEW  BUDGETARY  AUTHORITY  AND  TAX  EXPENDITURES 

In  compliance  with  subdivision  (B)  of  clause  2(1)  (3)  of  rule  XI 
of  the  Rules  of  the  House  of  Representatives,  your  committee  states 
that  H.R.  10909  provides  authorizations  of  appropriations  of  $3 
million  per  year  for  fiscal  years  1979,  1980,  and  1981  for  the  purposes 
of  providing  assistance  to  states  with  primary  enforcement  responsi- 
bility and  assisting  states  and  public  and  nonprofit  private  entities 
participating  in  the  administration  of  the  program  under  agreements 
with  the  Secretary. 

INFLATION  IMPACT 

Your  committee  anticipates  that  the  enactment  of  H.R.  10909  will 
have  an  impact  on  inflation  in  the  health  care  field  by  reducing  labora- 
tory charges  and  costs  reimbursed  by  the  medicare  and  medicaid  pro- 
grams. As  noted  in  the  Congressional  Budget  office  report,  the  antici- 
pated savings  reflects  the  effect  this  legislation  will  have  on  laboratory 
charges. 

VI.  Section-by-Section  Analysis 
SHORT  title;  table  of  contents  '■ 

Section  1  of  the  bill  consists  of  the  bill's  short  title  and  table  of  con- 
tents. The  short  title  of  the  bill  is  the  "Clinical  Laboratory  Improve- 
ment Act  of  1978". 

findings 

Section  2  of  the  bill  consists  of  Congressional  findings  as  follows: 

(1)  Clinical  laboratories  are  a  vital  element  of  health  care; 

(2)  Health  Care  will  only  be  effective  and  of  high  quality  if  pro- 
cedures used  for  clinical  laboratory  testing  assure  accurate  and  reliable 
results; 

(3)  It  is  essential  that  the  consumers  of  health  care  be  protected  by 
requiring  that  all  clinical  laboratories  comply  with  uniform  standards 
to  assure  accurate  and  reliable  testing ; 

(4)  Testing  in  laboratories  which  do  not  comply  with  such  stand- 
ards can  be  performed  at  less  expense,  resulting  in  unfair  competition 
with  laboratories  which  do  comply  with  such  standards ; 

(5)  Requiring  that  clinical  laboratories  in  interstate  commerce 
comply  with  such  standards  without  requiring  that  other  clinical 
laboratories  comply  with  them  will  discriminate  against  and  depress 
interstate  commerce  and  adversely  burden,  obstruct  and  affect  such 
commerce ; 

(6)  All  clinical  laboratory  testing  is  either  in  interstate  commerce 
or  substantially  affects  such  conmierce ;  and 

(7)  Consequently,  regulation  by  the  Secretary  of  Health,  Educa- 
tion, and  Welfare  in  cooperation  with  the  States  as  contemplated  by 
this  Act  is  appropriate  to  effectively  regulate  interstate  commerce. 

These  findings  emphasize  the  importance  of  accurate  and  reliable 
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clinical  laboratory  testing,  emphasize  the  competitive  disparities 
which  vrould  exist  if  only  interstate  laboratories  were  regulated,  and 
indicate  Congress'  clear  intent  that  the  Commerce  Clause  be  used  to 
reach  intrastate  activities  that  affect  interstate  commerce.  See  United 
States  V.  Wriqhticood  Dairy  Co.  315  U.S.  110  (1942) ,  Wichard  v.  Fil- 
hvjm,.  317  U.S.  Ill  (1942)  and  v.  United  States,  421  U.S.  542 
(1975).  Thus,  Congress  is  invoking  its  authority  under  the  Commerce 
Clause  to  include  intrastate  activities  within  the  reach  of  Federal  reg- 
ulation because  the  activities  implicate  interstate  commerce.  See  gen- 
erallv  Heart  of  Atlanta  Motel  v.  United  States,  379,  US.  241,  249-258 
(1964). 

Title  I  of  the  bill  consists  of  Public  Health  Service  Act  Amendments 
and  Clinical  Laboratory  Studies. 

Section  101  of  the  bill  amends  part  H  of  title  III  of  the  Public 
Health  Service  Act  (hereinafter,  the  "Act")  to  entitled  such  Part 
"Clinical  Laboratories"'  and  add  the  following  new  sections : 

DEFINITIONS 

New  section  370  of  the  act  consists  of  definitions  of  the  terms  "labora- 
tory" and  "clinical  laboratory"  and  the  term  "interstate  commerce". 

Under  this  section,  the  terms  "laboratory"  and  "clinical  laboratory" 
are  defined  as  any  facilitv  or  identifiable  part  of  a  facility  for  ex- 
amining materials  derived  from  the  human  body  for  the  purpose  of 
diagnosis,  prevention  or  treatment  of  disease  or  for  assessing  human 
health.  The  definition  differs  from  existing  law  in  that  collection  sta- 
tions are  included  within  the  new  definition.  The  bill  specifically  ex- 
empts blood  banks  from  the  definition  of  "laboratory"  and  "clinical 
laboratory"  because  blood  banks  are,  in  the  opinion  of  the  committee, 
effectively  regulated  by  the  Food  and  Drug  Administration  under 
other  sections  of  the  Public  Health  Service  Act. 

The  committee  does  not  intend  that  the  definition  be  construed  as 
including  entities  engaged  in  the  manufacture,  processing  or  repair  of 
orthodontic  corrective  appliances,  prosthetic  dental  appliances,  ceramic 
or  plastic  teeth  encapments,  cast  metal  dental  appliances,  dental  inlays, 
dental  bridges,  similar  types  of  oral  restorations  not  involving  the  ex- 
amination or  treatment  of  human  tissue,  even  though  such  entities 
are  fifenerally  referred  to  as  com^mercial  dental  laboratories. 

The  term  "interstate  commerce"  is  defined  to  m.ean  (1)  trade,  traffic, 
commerce,  transportation,  transmission  or  communication  between  any 
State  and  an}^  place  outside  such  State  or  (2)  within  the  District  of 
Columbia. 

NATIONAL  STANDARDS 

Xew  section  371  (a)  of  the  act  provides  that,  within  210  days  of  the 
date  of  enactment  of  the  proposed  legislation,  the  Secretary,  after  rea- 
sonable opportunity  for  consultation  with  professional  entities,  shall 
publish  proposed  national  standards  for  clinical  laboratories.  Within 
one  year  after  such  date  of  enactment,  the  Secretary  is  required  to 
promulgate  the  standards  with  such  modifications  as  he  deems  appro- 
priate. These  standards  are  to  take  effect  upon  their  promulgation. 
The  standards  may  be  amended  by  the  Secretary. 
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Xew  section  371(b)  of  the  act  provides  that  national  standards  be 
designed  to  assure  consistent  performance  by  clinical  laboratories  of 
accurate  and  reliable  laboratory  tests  and  other  procedures  and  services 
and  shall  (1)  require  laboratories  subject  to  the  standards  to  main- 
tain appropriate  quality  control  programs;  (2)  require  such  labora- 
tories to  maintain  such  records,  equipment  and  facilities  as  may  be 
necessar;^  for  the  proper  and  effective  operation  of  the  laboratories; 
(3)  require  satisfactory  performance  by  laboratories  on  periodic  pro- 
ficiency tests ;  (4)  prescribe  qualifications  for  directors  and  supervisory 
p>ersormel  of,  and  technologists  employed  in,  such  laboratories  (w'hich 
qualifications  may  not  be  limited  solely  to  educational  requirements, 
must  include  appropriate  combinations  of  education,  training,  ex- 
perience and  examination  requirements  and  must  be  designed  to 
insure  the  continued  competence  of  such  personnel) ;  (5)  require  super- 
visory personnel  to  evaluate,  in  accordance  with  guidelines  prescribed 
by  the  Secretary,  the  proficiency  of  technicians  employed  in  such 
laboratories:  (6)  require  laboratories  to  ]Di*ovide  assurances  satisfac- 
tory to  the  Secretar}^  that  directors,  supervisory  personnel  and  tech- 
nologists, will  meet  applicable  personnel  qualification  requirements 
and  all  teclmologists  and  teclinicians  will,  where  appropriate,  perform 
their  duties  under  supervision  and  only  those  duties  for  which  they 
are  fomid  qualified,  either  under  personnel  qualifications  or  through 
their  evaluation  by  supervisory  personnel;  and  (7)  includes  such  other 
requirements  as  the  Secretary  determines  necessary  to  assure  consist- 
ent performance  by  laboratories  of  accurate  and  reliable  services. 

The  term  ''technologist''  is  defined  as  an  individual  employed  in  a 
laboratory  who  in  performing  services  is  required  to  exercise  independ- 
ent judgment.  The  term  "teclinician''  is  defined  as  a  person  employee! 
in  a  laboratory  who  is  not  required  to  exercise  independent  judgment 
in  such  employment. 

New  section  371  (c)  of  the  act  provides  that  national  standards  may 
vary  on  the  basis  of  the  type  of  services  performed  by  laboratories  or 
the  pui'T)oses  for  which  they  are  performed. 

In  adopting  this  subsection,  the  committee  recognized  that  variances 
in  national  standards  are  appropriate,  depending  upon  the  type  of 
function  or  fmictions  to  be  performed  by  the  various  laboratories  in 
question.  Some  of  the  standards  appropriate  to  a  central  hospital  lab- 
oratory or  independent  laboratory  created  and  operated  to  perform  a 
variety  of  procedures  or  ser\dces  may  not  necessarily  be  appropriate 
to  single-  or  limited-function  laboratories  created  and  operated  to  per- 
form tests  in  connection  with  a  particular  kind  of  patient  care.  Exam- 
ples of  the  latter  types  of  laboratories  are  blood-gas  laboratories  and 
acute  intensive  care  laboratories,  normally  located  close  to  the  actual 
site  of  patient  care  and  normally  operated  by  a  licensed  physician  who 
may  also  be  the  medical  director  of  the  hospital's  unit  for  that  type 
of  care. 

Xew  section  371(d)  of  the  Act  provides  that  within  one  3'ear  of  the 
date  of  enactment  of  the  proposed  legislation,  the  Secretary,  in  con- 
sultation with  appropriate  professional  organizations,  shall  develop 
standards  for  proficiency  testing  of  clinical  laboratories  subject  to  na- 
tional standards.  These  proficency  testing  standards  (1)  must  require 
testing  to  be  administered  at  least  annually ;  (2)  must  require  a  system 
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of  on-site  testing  of  the  laboratory's  proficiency  in  the  examination  of 
specimens  which  system  shall  comply  with  the  procedural  safeguards 
for  inspections  prescribed  under  section  376(b)  ;  and  (3)  may  provide 
for  a  system  of  testing  under  which  the  laboratory  is  not  informed 
that  its  proficiency  is  being  tested  (which  system  is  commonly  referred 
to  as  "blind  proficiency  testing") . 

APPLICATION  OF  NATIONAL  STANDARDS 

IN'ew  section  372(a)  of  the  act  provides  that  national  standards  shall 
be  administered  and  enforced  by  the  Secretaiy  and  shall  (except  as 
noted  below  in  the  descriptions  of  subsections  (b) ,  (c) ,  and  (d) )  apply 
to  each  clinical  laboratory  engaged  in  business  in  interstate  commerce 
and  apply  to  any  other  clincial  laboratory  located  in  a  State  which 
does  not  have  primary  enforcement  responsibility  (described  below). 
■  New  section  32(b)  of  the  act  requires  the  Secretary,  upon  request 
of  a  State  which  has  primary  enforcement  responsibility  for  the  regu- 
lation of  clinical  laboratories,  to  authorize  such  State  to  regulate  un- 
der the  standards  of  the  State,  laboratories  engaged  in  interstate  com- 
merce which  are  located  or  doing  at  least  10  percent  of  their  business 
within  the  State. 

New  section  32(c)  of  the  act  provides  that  except  as  provided  in 
section  103(a)  of  the  bill  (described  below  and  relating  to  the  study 
of  physician  office  laboratories) ,  national  standards  do  not  become  ap- 
plicable to  clinical  laboratories  not  engaged  in  interstate  commerce 
until  2  years  following  the  date  that  such  standards  take  effect.  In 
addition,  it  provides  that  during  the  2-year  period  beginning  on  the 
date  that  national  standards  are  first  made  applicable  to  laboratories 
(which  date  would  be,  in  the  case  of  interstate  laboratories,  the  date  on 
which  standards  take  effect  and,  in  the  case  of  intrastate  laboratories, 
2  years  after  such  date  unless  such  laboratory  is  subject  to  section 
103(a)  (2)  of  the  bill)  the  provisions  of  standards  prescribing  quali- 
fications for  supervisory  personnel  or  for  technologists  (or  both)  shall 
not  apply  to  a  laboratory  which  (1)  the  Secretary  determines  is  lo- 
cated in  a  rural  area  in  which  individuals  with  such  qualifications  are 
not  ava.ilable,  (2)  performs  services  solely  for  hospitals  and  health 
personnel  located  within  the  rural  area,  (3)  provides  the  Secretary 
satisfactory  assurances  that  it  will  take  such  actions  as  may  be  neces- 
sary to  train  individuals  to  meet  such  qualifications  or  to  employ  in- 
dividuals with  such  qualifications. 

The  committee  has  adopted  this  provision  in  the  reco<?nition  that 
rural  hospital  laboratories  have  special  needs.  The  committee  is  aware 
of  the  inability  of  some  rural  hospitals  to  attract  personnel  with  f  onnal 
educational  qualifications  and  believes  that  this  provision,  coupled 
with  the  requirement  of  section  37l(b)(l)(D)(ii)  that  personnel 
qualifications  must  include  appropriate  combinations  of  education, 
training,  experience,  and  examination  requirements,  will  accommo- 
date the  special  needs  of  rural  areas  with  respect  to  personnel  qualifi- 
cations. There  may  well  be  other  special  needs  of  rural  areas  that 
should  be  met  by  flexible  regulations.  If  this  is  the  case,  then,  consist- 
ent with  accuracy  and  reliability  of  test  results,  such  needs  should  be 
addressed  by  the  Secretary. 
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Further,  this  subsection  exempts  clinical  laboratories  located  in  the 
office  of  a  licensed  physician,  dentist,  or  podiatrist,  or  a  o-roup  of  such 
practitioners,  and  in  which  the  only  services  which  are  performed  are 
services  performed  by  a  practitioner  in  conjunction  with  the  treatment 
of  his  patients,  from  the  application  of  national  standards. 

In  addition,  except  as  provided  under  section  103  of  the  proposed 
legislation,  the  national  standards  for  clinical  laboratories  do  not  ap- 
ply to  any  clinical  laboratoi-y  (1)  which  is  located  in  the  office  of  or 
supervised  by  a  licensed  physician,  dentist  or  podiatrist,  or  group  of 
not  more  than  five  such  practitioners,  (2)  in  which  the  only  services 
which  are  performed  are  in  connection  with  the  treatment  of  tlie  pa- 
tients of  such  practitioner  (or  group),  or  in  connection  with  services 
provided  for  such  patients  by  a  physician's  assistant  or  nurse  practi- 
tioner under  the  supervision  of  such  practitioner  or  gToup,  and  (8) 
which  is  a  participant  in  a  proficiency  testing  program  approved  by 
the  Secretary  if  such  participation  is  required  under  section  103(b)  of 
such  act. 

Many  of  the  practitioners  whose  clinical  laboratories  will  be  eligible 
for  exemption  under  this  subsection  practice,  consistent  with  their  re- 
spective Stat^  laws,  with  nurse  practitioners  and  physician  assistants. 
Often  these  nurse  practitioners  and.  physician  assistants  are  in  differ- 
ent geographical  locations  from  the  practitioners  in  order  that  they 
can  serve  patients  who  otherwise  would  not  have  easy  access  to  prac- 
titioners. Because  the  committee  is  supportive  of  these  relatively  new 
professional  relationships,  it  expanded  the  so-called  physician  office 
exemption  to  include  clinical  laboratories  which  are  not  in  the  office 
of  practitioners  but  are  at  the  separate  location  of  the  nurse  practi- 
tioners or  physician  assistants  who  are  being  supervised  by  the  practi- 
tioners. The  only  laboratory  tests  which  are  performed  in  these  clini- 
cal laboratories  are  laboratory  tests  performed  for  patients  who  are 
being  treated  by  the  nurse  practitioners  or  physician  assistants. 

The  committee  is  concerned,  however,  that  this  exemption  not  be 
misused.  The  committee  intends  that  the  Se<iretary  develop  a  mecha- 
nism by  which  assurances  can  be  gained  that  such  a  clinical  laboratory, 
which  is  located  outside  the  office  of  practitioners,  is  used  only  to  per- 
form laboratory  tests  in  connection  with  the  treatment  of  patients  of 
practitioners  and  their  nurse  practitioners  or  physician  assistants,  and 
that  the  practitioners  exercise  reasonable  supervisory  responsibility, 
even  though  not  on-site  at  all  times.  The  committee  notes  that  the  Sec- 
retary now  has  continuino:  relationships  with  some  providers  whose 
clinical  laboratories  will  be  eligible  for  this  exemption.  If,  as  with 
rural  health  clinics  which  are  certified  by  the  Secretary  for  participa- 
tion in  titles  XYIII  and  XIX,  there  is  a  certification  process  in  exist- 
ence, the  Secretary  should  use  such  process  as  a  mechanism  to  gain  as- 
surances that  the  exemption  is  properly  applied. 

Further,  under  this  subsection,  the  Secretary  is  required,  upon  ap- 
olication,  to  exempt  from  national  stnndards,  on  such  terms  as  may 
be  appropriate,  any  laboratory  in  which  the  only  ser\nces  which  are 
performed  are  services  for  biomedical  and  beha\doral  resef^rch.  This 
provision  was  adopted  by  the  committee  in  order  to  avoid  a  nearative 
impact  on  the  development  and  expansion  of  innovative  techniques 
and  laboratory  technology.  It  is  not  the  committee's  intent  to  restrain 
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or  inhibit  clinical  research  or  the  transfer  of  basic  research  findings 
to  clinical  application.  The  committee  understands  that  there  are 
unique  situations  where  clinical  research  and  clinical  care  are  per- 
formed by  the  same  laboratory.  Often  a  comparison  needs  to  be  made 
of  an  existing  technique  with  a  new  research  technique  so  as  to  vali- 
date the  new  against  the  old.  Eventually  these  procedures  are  trans- 
ferred to  a  clinical  laboratory  and  become  routine  procedures.  The 
committee  also  is  aware  that  there  are  unusual  diagnostic  tests  that  are 
conducted  by  research  laboratories  because  only  they  have  the  ex- 
pertise to  do  so.  These  tests  provide  valuable  medical  care  but  are  per- 
formed almost  exclusively  in  research  laboratories.  So  as  not  to  re- 
strict research  laboratories  from  conducting  these  tests,  the  commit- 
tee expects  the  Secretary  to  take  these  situations  into  account  when 
setting  standards  for  laboratories.  However,  in  doing  so,  effective  pro- 
tection for  patients  and  quality  control  should  be  provided  and 
insured. 

Finally,  this  subsection  provides  that  except  as  provided  under  sec- 
tion 10-1  (b)  (2)  of  the  proposed  legislation  (described  below  and  relat- 
ing to  a  study  and  report  on  highly  specialized  clinical  laboratories) 
the  national  standards  do  not  apply  to  highly  specialized  clinical  lab- 
oratories engaged  exclusively  in  the  assessment  of  cardiac  or  pul- 
monary functions. 

New  section  372(d)  of  the  act  governs  the  applicability  of  national 
standards  to  Federal  clinical  laboratories.  It  provides  that  clinical  lab- 
oratories under  the  jurisdiction  of  the  Secretary  and  any  other  Federal 
clinical  laboratories  shall  be  subject  to  national  standards  unless  (1) 
the  laboratory  is  under  the  jurisdiction  of  the  armed  forces  of  the 
United  States  or  the  Administrator  of  Veterans'  Affairs,  or  (2)  the 
agency  which  has  jurisdiction  over  the  laboratory  has  in  effect  stand- 
ards for  the  laboratory  which  are  no  less  stringent  than  the  national 
standards.  It  provides  that  the  Secretary  shall  bring  national  stand- 
ards to  the  attention  of  the  Secretar^^  of  each  military  department  and 
the  Administration  of  Veterans'  Affairs  so  that  such  standards  may  be 
considered  and  applied  as  appropriate  by  such  persons  to  laboratories 
under  their  jurisdiction. 

New  section  372(e)  of  the  act  prohibits  a  State  or  political  subdivi- 
sion from  adopting  or  continuing  in  effect  requirements  (other  than 
]3ersonnel  licensing  requirements  and  requirements  applicable  to 
laboratories  under  a  certificate  of  need  program)  which  are  applicable 
to  clinical  laboratories  and  different  from  national  standards  unless 
the  State  has  primarv  enforcement  responsibility  (described  below) . 

New  section  372(f)  of  the  act  provides  that  any  clinical  laboratory 
which  is  engafired  in  business  in  interstate  commerce  shall,  during  the 
period  beginning  on  the  date  of  the  enactment  of  the  proposed  legis- 
lation and  ending  on  the  date  such  laboratory  is  required  to  have  in 
effect  a  license  issued  under  the  provisions  of  the  new  legislation,  com- 
ply with  licensing  requirements  in  effect  under  section  353  of  the  Pub- 
lic Health  Service  Act  before  such  date  of  enactment. 

LICElSrSES 

New  section  373(a)  of  the  act  requires  the  Secretary  to  establish 
a  S3^stem  for  the  licensure  of  clinic<al  laboratries  subject  to  national 
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standards.  It  provides  that  a  license  is  to  specify  the  categories  of 
tests  and  procedures  which  a  laboratory  may  perform  and  is  to  be 
valid  for  such  period  as  the  Secretary  may  prescribe,  but  not  in  excess 
of  36  months.  It  authorizes  the  Secretary  to  require  a  fee  for  the 
issuance  or  rene\Yal  of  a  license,  but  in  an  amomit  not  to  exceed  $500. 
Such  fees  may  vary  based  by  the  volume  of  tests  or  procedures  per- 
formed by  clinical  laboratories.  Obviously,  for  example,  fees  for  col- 
lection stations  should  be  less  than  those  for  laboratories  that  provide 
a  comprehensive  range  of  services. 

New  section  373  (b)  of  the  act  requires  that  the  s^^stem  for  licensure 
of  clinical  laboratories  established  by  the  Secretary  must  include  the 
following  conditions  to  the  issuance  or  renewal  of  the  license:  (1)  sub- 
mission of  an  application,  (2)  a  determination  that  the  applicant 
meets  national  standards,  and  (3)  submission  by  the  applicant  to  the 
Secretary  and  to  the  health  systems  agencies  serving  the  area  in  which 
the  applicant  is  located  of  a  schedule  of  fees  the  applicant  charges  for 
laboratory  services  and  such  information  as  may  be  necessary  to  dis- 
close any  contractual  relationships  in  effect  between  the  applicant  and 
physicians  and  other  health  professionals  respecting  the  laboratory's 
services  and  the  terms  of  any  contracts  between  the  applicant  and 
such  person.  It  provides  that  a  health  system  agency  may  not  disclose 
the  identity  of  any  person  for  whom  an  applicant  for  a  license  per- 
formed ser\T.ces  except  in  response  to  a  request  of  an  officer  or  em- 
ployee of  the  United  States  or  of  a  State  in  conjunction  with  the 
enforcement  of  Part  II  of  the  Public  Health  Service  Act  or  of  Fed- 
eral or  State  criminal  law.  Further,  a  health  system  agency  is  not 
authorized  to  disclose  any  contractual  relationships  except  (1)  con- 
tractual relationships  between  the  applicant  and  any  physician  for 
the  performance  of  services  if  the  applicant  receives  compensation 
under  titles  XYIII  or  XIX  of  the  Social  Security  Act  and  (2)  con- 
tractual relationships  in  response  to  a  request  of  an  officer  or  employee 
of  the  United  States  or  state  in  connection  with  enforcement  of  Part 
H  of  the  Public  Health  Service  Act  or  a  Federal  or  State  criminal 
law. 

Xew  section  373(c)  of  the  act  contains  provisions  with  respect  to 
the  suspension  and  revocation  of  licenses,  and  eligibility  to  apply  for 
a  license. 

First,  it  provides  that  if  the  Secretar}^  finds,  after  notice  and  oppor- 
tmiity  for  hearing,  that  (1)  a  laborator}^  is  not  in  compliance  with 
national  standards  or  (2)  the  owner  or  operator  of  the  laboratory  has 
failed  to  comply  with  reasonable  requests  of  the  Secretary  for  infor- 
mation or  material  necessary  to  determine  the  laboratorys'  continued 
eligibility  for  its  license  or  continued  compliance  with  national  siand- 
ards  or  (3)  the  owner  or  operator  has  refused  a  request  of  the  Secre- 
tary or  other  Federal  officer  or  employee  designated  by  the  Secretary 
for  pemission  to  inspect  the  laboratory  and  its  operations  and  perti- 
nent records  at  any  reasonable  time,  the  Secretary  may  suspend  the 
laboratory's  license  until  the  owner  or  operator  demonstrates  that  the 
laboratory  is  in  compliance  with  national  standards  or  that  such  tests 
will  be  complied  with,  as  the  case  may  be. 

Second,  this  subsection  provides  that  if  the  Secretary  finds,  after 
reasonable  notice  and  opportunity  for  hearing,  that  the  owner  or 
operator  of  a  clinical  laboratory  (1)  has  been  guilty  of  misrepresenta- 
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tion  in  obtaining  a  license,  (2)  has  engaged  or  attempted  to  engage 
in,  or  repersented  himself  as  entitled  to  perform,  laboratory  tests  or 
procedures  not  authorized  by  the  license,  (3)  has  engaged  in  a  billing 
practice  under  which  charges  for  laboratory  services  for  a  patient  on 
whose  behalf  reimbursement  for  such  charges  is  provided  under  a  pro- 
gram receiving  Federal  financial  assistance  are  made  at  a  higher  rate 
than  charges  for  such  services  provided  a  patient  for  whom  such  reim- 
bursement is  not  made,  (4)  has  offered,  paid,  solicited  or  received  any 
renumeration  (including  any  kickback,  bribe,  finder's  fee,  or  rebate,  but 
excluding  any  discount  or  other  reduction  in  price  and  excluding  any 
amount  paid  by  an  employer  for  employment  in  the  provision  of  the 
services)  directly  or  indirectly,  overtly  or  covertly,  in  cash  or  kind 
in  connection  with  the  provision  of  clinical  laboratory  services  or  (5) 
has  engaged  in  any  false,  fictitious  or  fraudulent  billing  practice  for 
the  purpose  of  obtaining  payment  under  any  program  the  funds  for 
which  are  provided  in  whole  or  part  by  the  United  States,  the  Secre- 
tary may  revoke  the  license  for  the  remainder  of  its  term  or  make  the 
owner  or  operator  ineligible  to  apply  for  a  license  for  a  period  not 
to  exceed  2  years,  or  take  both  such  actions.  Differences  in  adminis- 
trative costs  related  to  receiving  reimbursement  for  the  provision  of 
services  are  not  to  be  considered  in  determining  whether  the  owner 
or  operator  has  engaged  in  a  discriminatory  billing  practice. 

New  section  373(d)  of  the  act  requires  that  any  person  who  is  con- 
victed imder  the  provisions  of  section  375  of  the  Public  Health  Service 
Act  as  added  by  this  bill  (relating  to  operating  a  clinical  laboratory 
without  a  proper  license)  or  convicted  under  section  1877(b)  or  1909 
(b)  of  the  Social  Security  Act  (the  "anti-fraud"  provisions  of  the 
Medicare  and  Medicaid  laws)  shall  not  be  eligible  to  apply  for  a 
license  for  a  clinical  laboratory  during  the  ten-year  period  begin- 
ning on  the  date  that  such  person'^s  conviction  became  final  and  further 
requires  that  the  license  for  the  laboratory  involved  in  the  violation 
shall  be  revoked. 

New  Section  373(e)  of  the  act  relates  to  judicial  review  of  final 
action  with  respect  to  revocation  or  suspension  of,  or  ineligibility  to 
apply  for,  a  license.  It  authorizes  a  person  aggrieved  by  such  action 
to  file  a  petition  for  judicial  review  of  the  action  in  the  United  States 
Court,  of  Appeals  for  the  circuit  where  the  person  resides  or  has  his 
principal  place  of  business  at  any  time  within  60  days  after  the  date  of 
the  action.  It  requires  that  a  copy  of  such  petition  be  transmitted  by 
the  clerk  of  the  court  to  the  Secretary  or  to  the  officer  designated  by 
the  Secretary  for  such  purposes.  Upon  receipt  of  the  petition,  the  Sec- 
retary is  required  to  file  in  the  court  the  record  upon  which  his  action 
was  based,  as  provided  in  section  2112  of  title  28,  United  States  Code 
(relating  to  the  filing  and  contents  of  Federal  agency  records  to  be 
reviewed  in  courts  of  appeals) .  It  provides  that  if  the  petitioner  applies 
to  the  court  for  leave  to  adduce  additional  evidence  and  shows  to  the 
satisfaction  of  the  court  that  such  evidence  is  material  and  that  there 
were  reasonable  grounds  for  failure  to  adduce  the  evidence  in  the  pro- 
ceeding before  the  Secretary,  the  court  may  order  such  additional 
evidence,  as  well  as  evidence  in  rebuttal  of  the  additional  evidence,  to 
be  taken  before  the  Secretary  and  to  be  adduced  upon  the  hearing.  The 
Secretary  is  authorized  to  modify  his  findings  as  to  the  facts  or  make 
new  findings  by  reason  of  such  additional  evidence  and  file  such  modi- 
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fied  or  new  findings  and  any  recommendations  for  the  modification  or 
setting  aside  of  his  original  action  with  the  return  of  the  additional 
evidence.  Further,  this  subsection  requires  that  upon  the  filing  of  the 
petition  for  review,  the  court  of  appeals  shall  have  jurisdiction  to  affirm 
the  action  or  to  set  it  aside  in  whole  or  in  part,  temporarily  or  perma- 
nently. It  requires  that  the  fhidings  of  the  Secretary  as  to  the  facts, 
if  supported  by  substantial  evidence,  shall  be  conclusive. 

PRIMARY  EXrORCEMXT  RESPONSIBILITY 

Xew  section  374 (a)  of  the  act  pro^ddes  the  State  has  primary 
enforcement  responsibility  during  any  period  for  which  the  Secretary 
determines,  pursuant  to  regulations,  that  the  State  (1)  has  adopted 
(a)  standards  applicable  to  clinical  laboratories  which  are  no  less 
stringent  than  national  standards  and  (b)  a  system  for  the  licensure 
of  laboratories  which  meets  the  requirements  set  forth  below  with 
respect  to  primary  enforcement  responsibility  and  which  includes 
provisions  respecting  submissions  of  information  to  health  systems 
agencies  for  the  health  service  area  in  which  applicants  are  located 
or  doing  at  least  ten  percent  of  their  business  which  provisions  are  no 
less  stringent  than  the  licensing  provisions  set  forth  elsewhere  in  this 
legislation,  and  includes  provisions  respecting  the  suspension,  revo- 
cation, and  eligibility  for  licenses  which  are  no  less  stringent  than 
pro^-isions  set  forth  in  the  bill  with  respect  to  laboratories  subject  to 
national  standards;  (2)  is  able  to  enforce  such  State's  standards; 
(3)  will  keep  such  records  and  reports  with  respect  to  licensing  and 
enforcement  as  the  Secretary  may  require  by  regulation;  (4)  if  it 
permits  exemptions  from  requirements,  permits  exemptions  under 
conditions  and  in  a  manner  no  less  stringent  than  those  applicable  in 
instances  in  which  a  laboratory  is  subject  to  national  standards;  (5) 
has  adopted  and  can  implement  adequate  procedures  for  control  of 
health  hazards  resulting  from  clinical  laboratories ;  (6)  has  designated 
a  single  agency  to  enforce  its  standards  and  administer  its  licensure 
system;  and  (7)  will  coordinate  with  other  States  in  order  to  avoid 
duplicate  requirements. 

Xew  section  374(b)  of  the  act  provides  tliat,  for  the  purpose  of 
primary  enforcement  responsibility,  a  State  system  for  the  licensure 
of  clinical  laboratories  (1)  shall  prescribe  that  licenses  shall  be  valid 
for  a  period  not  in  excess  of  36  months  and  may  require  a  fee  for  the 
issuance  or  renewal  of  a  license  in  an  amount  not  in  excess  of  $500, 
(2)  may  provide  for  variances  in  such  fees  based  upon  volume  of  tests 
or  procedures,  and  (3)  must  provide  that  licenses  issued  for  clinical 
laboratories  shall  specify  the  categories  of  tests  and  procedures  which 
the  laboratory'  is  authorized  to  perform. 

Xew  section  374(c)  of  the  act  provides  that  clinical  laboratories 
subject  to  regulation  by  a  State  which  has  primary  enforcement 
responsibilities  are  all  clinical  laboratories  located  within  the  State 
which  are  not  engaged  in  business  in  interstate  commerce  other  than 
certain  Federal  clinical  laboratories  which  are  exempt  pursuant  to 
the  provisions  of  subsection  372(d),  and,  if  authorized  under  the 
provisions  of  section  372(b),  interstate  laboratories  located  or  doing 
iDusiness  within  the  State  (except  laboratories  exempt  under  section 
372(d). 
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Xew  section  374(d)  of  the  act  provides  that  the  Secretary  shall, 
within  one  year  of  the  date  of  enactment  of  the  bill,  propose  regula- 
tions which  prescribe  the  manner  in  which  a  State  may  apply  to  the 
Secretary-  for  determination  that  the  requirements  relating  to  primary 
enforcement  responsibility  are  satisfied,  the  manner  in  which  the 
determination  shall  be  made,  the  period  for  which  the  determination 
shall  be  effective,  and  the  maimer  in  which  the  Secretary  may  deter- 
mine that  such  requirements  are  no  longer  met.  It  requires  the  Secre- 
tary,  at  least  every  two  years,  to  review  the  clinical  laboratory  regu- 
latory activities  of  a  State  with  primary  enforcement  responsibility 
to  determine  if  the  State  continues  to  meet  such  requirements.  It  pro- 
vides that  such  regulations  require  that,  before  any  determination  of 
the  Secretary  that  a  State  does  not  have  or  no  longer  has  primary  en- 
forcement responsibility  becomes  effective,  the  Secretary  must  notify 
the  State  of  the  determination  and  the  reasons  therefor,  provide  an 
opportunity  for  a  public  hearing  on  such  determination,  and,  in  the 
case  of  a  determination  that  the  requirements  are  no  longer  being  met 
by  a  State,  prescribe  the  period  in  which  the  State  must  comply  with 
the  requirements  in  order  to  retain  its  primary  enforcement  responsi- 
bility. Regulations  with  respect  to  primary  enforcement  responsibility 
must  be  promulgated  within  90  days  of  their  publication  in  the  Fed- 
eral Register.  Following  their  promulgation,  the  Secretary  is  required 
to  promptly  notify  in  writing  the  chief  executive  officer  of  each  State. 
The  notification  must  contain  a  copy  of  the  regulations  as  well  as 
specify  a  State's  authority  when  it  is  determined  to  have  primary 
enforcement  responsibility.  Finally,  this  subsection  requires  that 
within  90  days  of  the  date  on  which  an  application  for  a  determina- 
tion as  to  whether  a  State  has  primary  enforcement  responsibility  has 
been  submitted,  the  Secretary  is  required  to  make  such  determination 
or  deny  the  application  and  notify  the  a^Dplicant  in  writing  of  the 
reasons  for  the  denial. 

PROHIBITED  ACTS 

Xew  section  375  (a)  of  the  act  prescribes  prohibited  acts  with  respect 
to  clinical  laboratories  and  penalties  for  performing  such  acts.  This 
subsection  provides  that  any  person  who  solicits  or  accepts,  directly 
or  indirectly,  any  specimen  for  a  laboratory  test  or  other  procedure 
by  a  laboratory  which  is  required  to  be  licensed  by  the  Secretary  and 
which  does  not  have  such  a  license  in  effect  or  which  is  not  authorized 
by  its  license  to  perform  such  test  or  procedure,  shall  be  fined  not 
more  than  $10,000  or  imprisoned  for  not  more  than  one  year,  or  both. 

ISTew  section  375(b)  of  the  act  prohibits  clinical  laboratories 
required  to  have  in  effect  a  license  issued  by  the  Secretary  or  by  a  State 
with  primary  enforcement  responsibility  which  do  not  have  such  a 
license  from  receiving  a  grant,  contract  or  other  form  of  financial  as- 
sistance under  the  Public  Health  Service  Act  or  charge  or  collect  for 
laboratory  services  for  an  entity  which  received  a  grant,  contract  or 
other^  form  of  assistance  under  the  Public  Health  Service  Act.  In 
addition,  the  charges  of  such  a  laboratory  may  not  be  included  in 
determining  Federal  payments  under  title  XYIII  of  XIX  of  the 
Social  Security  Act. 
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ENFORCEMENT 

IS'ew  section  376 (a)  of  the  act  provides  authority  to  the  Secretary 
in  connection  with  enjoining  activities  of  clinical  laboratories.  It  au- 
thorizes the  Secretary,  when  he  has  reason  to  believe  that  continuation 
of  any  activity  by  a  clinical  laboratory  required  to  be  licensed  by  him 
would  constitute  a  significant  hazard  to  the  public  health,  to  bring 
suit  in  the  United  States  district  court  of  the  district  in  which  the  lab- 
orator}^  is  situated  to  enjoin  continuation  of  the  activity  and  requires 
the  court,  upon  proper  showing,  to  issue  a  temporary  injunction  or 
temporary  restraining^  order  against  continuation  of  such  activity, 
without  bond,  pending  issuance  of  a  final  order. 

New  section  376(b)  of  the  act  provides  inspection  authority  for 
purposes  of  enforcement  of  the  proposed  legislation.  It  authorizes 
individuals  designated  by  the  Secret aiy  to  enter  and  inspect  any  clini- 
cal laboratory  subject  to  national  standards.  A  separate  notice  is  to 
be  given  for  each  inspection,  but  not  each  entry  made  during  an 
inspection.  Any  inspection  is  to  be  made  during  the  normal  business 
hours  of  the  laboratory  being  inspected  and  the  inspection  may  extend 
only  to  pertinent  equipment,  materials,  containers,  records,  files,  papers 
(including  financial  data,  sales  data  and  pricing  data)  processes,  con- 
trols, facilities  and  all  other  things  in  a  laboratory  bearing  upon 
whether  it  is  being  operated  in  compliance  with  national  standards. 
Upon  completion  of  any  inspection  and  prior  to  leaving  the  premises, 
the  inspeetor  is  required  to  give  to  the  owner,  operator  or  agent  in 
charge  a  preliminary  report  which  summarizes  any  conditions  or  prac- 
tices obsei-ved  wdiich  in  the  judgment  of  the  inspector  indicate  a  vio- 
lation of  national  standards.  The  inspector  must  also  prepare  a 
written  final  report  of  his  findings  and  send  it  to  the  owner,  operator 
or  agent  within  30  days  of  completion  of  the  inspection,  No  individ- 
ual designated  to  enter  a  laboratory  and  conduct  an  inspection  shall 
be  required  to  obtain  a  search  warrant  prior  to  entering  the  laborator}^ 
and  conducting  any  inspection  which  is  authorized  by  the  subsection. 
Finally,  this  subsection  provides  that  for  the  purpose  of  determining 
whether  States  with  primary  enforcement  responsibility  continue  to 
meet  requirements  for  primary  enforcement  responsibility,  the  Secre- 
tary may  designate  individuals  to  conduct  inspections  of  laboratories 
not  subject  to  national  standards  to  determine  if  they  are  in  compli- 
ance with  applicable  State  standards.  Each  such  inspection  is  to  be 
carried  out  in  accordance  with  the  limitations  with  respect  to  notice, 
hours,  and  things  that  may  be  inspected  described  above. 

New  section  376(c)  of  the  act  relates  to  protection  of  employees 
of  clinical  laboratories.  This  subsection  provides  that  no  employer 
may  discharge  or  othervvnse  discriminate  against  any  emploj^ee  with 
respect  to  compensation  or  the  terms,  conditions  or  privileges  of  em- 
ployment because  the  employee  or  a  person  acting  pursuant  to  the 
request  of  the  employee  has  ( i )  commenced  or  caused  to  be  commenced 
a  proceeding  under  new  section  373(c),  375(a)  or  376(a)  of  the  act 
or  a  proceeding  by  a  state  in  carrying  out  its  primary  enforcement 
responsibility;  (2)  testified,  or  is  about  to  testify,  in  any  such  pro- 
ceeding ;  or  (3)  assisted  ot  participated,  or  is  about  to  assist  or  partici- 
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pate,  in  such  proceeding  or  in  any  other  action  to  carry  out  the 
purpose  of  new  part  II  of  the  act. 

Further,  the  subsection  provides  that  an}^  employee  who  believes 
that  he  has  been  discharged  or  otherwise  discriminated  against  by 
a  person  in  violation  of  the  provisions  outlined  above  msiy,  within 
30  days  after  the  alleged  violation  occurs,  file  a  complaint  with  the 
Secretary  of  Labor  (hereinafter,  in  the  description  of  this  subsection 
only,  referred  to  as  the  "Secretary")  alleging  such  discharge  or  dis- 
crimination and  further  provides  that,  upon  receipt  of  such  complaint, 
the  Secretary  shall  notify  the  person  named  in  the  complaint  of  its 
filing.  Upon  receipt  of  such  a  complaint,  the  Secretary  is  required 
to  conduct  an  investigation  of  the  violations  alleged  and,  within  30 
days  of  receipt  of  the  complaint  complete  the  investigation  and  notify 
the  complainant  in  writino-,  as  well  as  the  person  alleged  to  have  com- 
mitted the  violation,  of  the  results  of  the  investigation.  Within  90 
days  of  receipt  of  the  complaint,  unless  the  proceeding  has  been  ter- 
minated hj  the  Secretary  because  of  a  settlement  entered  into  by  the 
Secretary  and  the  pei^son  alleged  to  have  committed  the  violation,  the 
Secretary  is  required  to  issue  an  order,  made  on  the  record  and  after 
opportunity  for  hearing,  which  either  provides  relief  or  denies  the 
com.piaint.  A  settlement  terminating  a  proceeding  may  not  be  entered 
into  by  the  Secretary  without  the  participation  and  consent  of  the 
complainan.t. 

If  the  Secretary  determines  that  a  violation  of  this  subsection  has 
occurred,  he  mmst:  (1)  require  the  person  who  committed  the  viola- 
tion to  take  affirmative  action  to  abate  the  violation,  (2)  require  such 
person  to  reinstate  the  complainant  to  his  former  position  together 
with  the  compensation  and  tenns,  conditions  and  privileges  of  the 
complainant's  employment  (including  back  pay),  and  (3)  order  the 
award  of  compensatoiy  damages.  If  such  an  order  is  issued,  the  Secre- 
tary, at  the  request  of  the  complainant,  shall  assess  against  the  person 
against  whom  the  order  is  issued  a  sum  equal  to  the  amount  of  all 
costs  and  expenses  reasonably  incurred  by  the  complainant  for  or  in 
connection  with  the  bringing  of  the  com-plaint. 

The  subsection  provides  for  judicial  review  of  any  order  described 
above.  Judicial  review  is  to  be  obtained  in  the  United  States  court  of 
ap|)eals  for  the  circuit  in  which  the  violation  allegedly  occurred.  The 
petition  for  review  must  be  filed  within  60  days  from  the  issuance  of 
the  order  of  the  Secret arj^  and  review  is  to  be  under  the  conditions  of 
chapter  7  of  title  5  of  the  United  States  Code  (applicable  provisions 
of  the  Administrative  Procedure  Act).  Any  order  of  the  Secretary 
with  respect  to  which  review  may  be  obtained  under  these  provisions 
shall  not  be  subject  to  judicial  review  in  any  criminal  or  other  civil 
proceeding. 

Further,  this  subsection  provides  that  whenever  a  person  has  failed 
to  comply  with  an  order  issued  by  the  Secretary  of  Labor,  the  Secretary 
shall  file  a  civil  action  in  United  States  district  court  for  the  district 
in  which  the  violation  was  found  to  occur  in  order  to  enforce  the  order. 
In  such  actions,  the  district  courts  shall  have  jurisdiction  to  grant 
appropriate  relief  including  injunctive  relief  and  comj)ensatory  and 
exemplary  damages.  Such  actions  must  be  heard  and  decided  expedi- 
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tiouslv.  Further,  this  subsection  provides  that  any  non-discretionary 
duty  imposed  by  this  subsection  is  enforceable  in  mandamus  proceed- 
ings brought  under  section  1361  of  title  28,  United  States  Code  (relat- 
ing to  actions  to  compel  officers  of  the  United  States  to  perform  their 
duties) . 

Finally,  this  subsection  provides  that  its  terms  are  not  applicable 
with  respect  to  any  employee  who,  acting  without  direction  from  his 
employer  (or  any  agent  of  the  employer)  deliberately  causes  a  viola- 
tion of  any  requirement  of  new  Part  H  of  the  act  or  a  recjuirement  of 
a  State  with  primary  enforcement  responsibility. 

AGREEMEXTS  AXD  ASSISTANCE 

Xew  section  377 (a)  of  the  act  authorizes  the  Secretary  and  any 
State  which  has  primary  enforcement  responsibility  to  enter  into 
agreements  with  qualifiecl  public  or  non-profit  private  entities  which 
have  adopted  laboratory  standards  at  least  as  stringent  as  those  in 
effect  uncler  new  section  371  of  the  act  (or.  in  the  case  of  agreements 
to  be  entered  into  by  a  State,  at  least  as  stringent  as  those  in.  effect  in 
such  State)  under  which  agreements  such  entities  would  (1)  make 
such  inspections  as  the  Secretary  or  the  State  may  require  to  determine 
if  clinical  laboratories  are  in  compliance  with  applicable  standards, 
(2)  administer  such  proficiencj^  tests  as  the  Secretary  or  the  State  may 
require  for  clinical  laboratories  or  such  examinations  of  laboratory 
personnel  as  they  may  require,  or  (3)  do  any  combination  of  the  activi- 
ties described  above.  An  agreement  entered  into  under  this  subsection 
may  provide  for  financial  assistance  to  the  entity  to  assist  it  in  meet- 
ing the  costs  of  conducting  activities  prescribed  for  it  by  the  agreement. 

Xew  section  377(b)  of  the  act  provides  that  if  the  Secretary  has 
entered  into  an  agreement  under  section  1864(a)  of  the  Social  Security 
Act  for  the  enforcement  of  section  1861  of  such  act  with  respect  to 
clinical  laboratories  by  a  State  which  does  not  have  primary  enforce- 
ment responsibility,  the  Secretary  may  enter  into  an  agreement  with  a 
State  for  the  enforcement  within  such  State  of  the  requirements  of 
national  standards  with  respect  to  laboratories  not  subject  to  require- 
ments of  such  section  1861.  Such  an  agreement  may  provide  for  finan- 
cial assistance  to  the  State  to  assist  it  in  meeting  its  costs  of  enforcing 
the  requirements  for  national  standards. 

Xew  section  377(c)  of  the  act  authorizes  the  Secretary  to  enter  into 
agreements  with  States  with  primar\'  enforcement  responsibility  under 
which  agreements  financial  assistance  will  be  provided  to  the  States  to 
assist  them  in  meeting  the  costs  of  administering  and  enforcing  the 
programs  for  the  regulation  of  clinical  laboratories  which  are  not 
covered  under  the  agreements  authorized  by  Title  XVIII  of  the  Social 
Security  Act.  In  addition,  this  subsection  authorizes  the  Secretary  to 
provide  technical  assistance  to  any  State  to  assist  it  in  meeting  require- 
ments relating  to  primary  enforcement  responsibility. 

New  section  377  (d)  of  the  act  authorizes  appropriations  of  S3  million 
per  year  for  fiscal  years  1979,  1980,  and  1981  for  the  purpose  of  agree- 
ments authorized  by  subsections  (a),  (b),  and  (c)  of  section  377, 
described  above. 
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ANNUAL  REPORT 

New  section  378(a)  of  the  act  reqinres  that  not  later  than  the  first 
January  1  which  occurs  more  than  nine  months  after  national  stand- 
ards first  take  effect,  and  each  succeeding  January  1,  the  Secretary  shall 
make  a  report  to  Congress  respecting-  to  the  accuracy  of  tests  and  pro- 
cedures performed  by  clinical  laboratories  during  the  preceding  fiscal 
year  and  evaluating  the  effect  of  the  costs  of  clinical  laboratory  tests 
and  procedures  on  the  overall  cost  of  health  care  services  and  the  rela- 
tion of  the  costs  of  such  tests  and  procedures  to  the  costs  of  health  care 
services  for  which  the  services  are  conducted. 

Hew  section  378(b)  of  the  act  would  repeal  subpart  2  of  part  F  of 
title  III  of  the  act  (the  existing  authority  Avith  respect  to  clinical 
laboratories). 

Hew  section  378(c)  of  the  act  is  a  technical  amendment  which  pre- 
serves existing  section  372(e)  of  the  Public  Health  Service  Act  (relat- 
ing to  assistance  to  the  Alaskan  Mental  Health  Program),  which 
section  is  repealed  by  the  amendments  made  to  Part  H  of  the  act. 

STUDY  RESPECTING  REQUIREMENTS  FOR  LABORATORIES  AND  LABORATORY 

PERSONNEL 

Section  102  of  the  bill  requires  that  there  be  conducted  a  study  of 
procedures  and  certification  of  laboratory  personnel.  This  section  re- 
quires the  Secretary  of  Health,  Education,  and  Welfare,  in  cooperation 
with  appropriate  public  and  private  entities,  to  conduct  a  study  of  (1) 
existing  voluntary  certification  standards  and  state  licensure  laws  for 
clinical  laboratory  supervisors,  technologists,  and  technicians  and  (2) 
qualifications  of  entities  that  certify  such  personnel  as  qualified  to 
perform  laboratory  procedures  in  clinical  laboratories  licensed  under 
section  373  of  the  Public  Health  Service  Act.  This  study  must  include 
(1)  an  assessment  of  the  need  for  certification  of  such  personnel  pur- 
suant to  national  standards,  (2)  development  of  national  standards 
which  the  Secretary  determines  should  be  used  as  guidelines  for  entities 
which  certify  such  personnel,  (3)  the  determination  of  the  numbers 
of  technical  laboratory  personnel  who  would  meet  standards  devel- 
oped by  the  Secretary  and  a  projection  of  the  numbei^  of  such  person- 
nel in  calendar  years  1980,  1985  and  1990,  (4)  an  analysis  of  the  effect 
on  costs  of  laboratory  tests  and  procedures  and  the  quality  of  such  tests 
and  procedures  of  a  requirement  that  only  laboratory  personnel  which 
meet  such  standards  meet  qualifications  necessary  for  a  laboratory  to  be 
licensed  under  section  373  of  the  Public  Health  Service  Act,  and  (5) 
an  analysis  of  the  various  entitievS  who  certify  laboratory  personnel  in- 
cluding an  analysis  of  the  need  for  participation  in  certification  pro- 
cedures by  numbers  of  the  public  and  the  financial  interests  of  such 
entities  in  clinical  laboratories.  The  Secretary  is  required  to  submit  to 
the  Congress  the  results  of  this  study  and  recommendations  for  lesfis- 
lation  as  the  Secretary  considers  necessary  within  one  year  of  the  date 
of  enactment  of  the  bill. 
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STUDY  AXD  REPORT  OX  TRziCTITIOXERS'  OFFICE  LABORATORIES 

Section  103(a)  of  the  bill  requires  the  Secretary  to  conduct  or  ar- 
range to  have  conducted  a  study  concerning  laboratories  located  in  the 
offices  of  physicians,  dentists,  or  podiatrists  which  have  been  exempted 
from  national  stanclards  under  section  371  of  the  act.  The  study  is  to 
assess  the  quality  of  clinical  laboratory  services  provided  by  such  lab- 
oratories and  is  to  include  an  evaluation  of  (1)  proficienc;/  testing 
progTams  in  which  such  laboratories  participate  and  the  effect  such 
participation  by  the  laboratories  in  such  proficiency  testing  programs 
has  on  the  medical  reliability  of  the  results  of  tests  performed  by  them 
and  (2)  quality  control  programs,  personnel  qualifications,  and  pro- 
ficiency of  laboratory  personnel  and  other  factors  bearing  on  the  med- 
ical reliability  of  tests  and  procedures  performed  by  laboratories  so 
exempted.  Any  laboratory  which  refuses  to  participate  in  the  study 
shall  be  required  to  meet  the  national  standards  in  effect  for  clinical 
laboratories  engaged  in  business  in  interstate  commerce. 

Section  103(b)  of  the  bill  requires  the  Secretary,  within  1  year  of 
the  date  of  enactment  of  the  new  act,  to  report  to  the  Congress  the  re- 
sults of  the  evaluation.  If  the  Secretary  finds  on  the  basis  of  the  evalu- 
ation that  the  results  of  tests  performed  by  laboratories  participating 
in  proficiency  testing  programs  are,  as  determined  on  a  statistical 
basis,  significantly  more  reliable  than  the  results  of  tests  performed 
by  laboratories  which  are  not  participants  in  proficiency  testing  pro- 
grams, the  Secretary  may  by  regulation  as  a  condition  to  the  exemp- 
tion of  physician  office  laboratories  from  national  standards  require 
that  such  laboratories  participate  in  proficiencv  testing  programs  ap- 
proved bv  the  Secretary.  Such  regulation  shall  prescribe  procedures 
and  standards  for  the  approA^al  of  proficiency  testing  programs  and  be 
promulgated  only  after  affording  opportunity  for  an  oral  hearino-. 

Within  2  years  of  the  date  of  enactment  of  the  new  act,  the  Secre- 
tary is  required  to  report  to  the  Congress  the  results  of  the  evaluation 
of  quality  control  programs,  personnel  qualifications,  and  proficiency 
of  laboratory  personnel.  In  the  report  the  Secretary  is  to  recommend 
whether  physician  office  laboratories  should  be  required  as  condition 
to  such  exemption  to  have  laboratory'  procedure  manuals  or  other 
items  or  procedures  bearing  on  the  medical  reliability  of  tests  and  pro- 
cedures performed  by  such  laboratories. 

STUDY  AND  REPORT  OX  HIGHLY  SPECIALIZED  CLIXICAL  LABORATORIES 

Section  104(a)  of  the  bill  requires  the  Secretarv  to  conduct  or  ar- 
range to  have  conducted  a  study  to  assess  the  quality  of  the  tests  and 
other  procedures  and  services  provided  bv  highly  specialized  labora- 
tories, including  those  laboratories  exempted  from  notional  stnndards 
by  section  372(c)  (5)  of  the  new  act.  The  study  is  to  be  cerriod  out  in 
consultation  with  appropriate  professional  organizations  and  is  to  in- 
clude an  evaluation  of  personnel  qualifications,  onalitv  control  pro- 
grams, proficiency  of  laborato-iw  personnel  and  other  factors  bearing 
upon  the  medical  reliability  of  the  tests,  procedures  and  services  per- 
formed by  the  laboratories  studied. 
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Section  104(b)  of  the  bill  requires  the  Secretary,  within  2  years  of 
the  date  of  the  enactment  of  the  new  act,  to  report  the  results  of  the 
study  described  above  and  include  in  the  report  such  recommendations 
for  legislation  as  the  Secretary  determines  appropriate.  Within  2  years 
of  the  date  of  the  enactment  of  the  new  act,  the  Secretary  is  required  to 
promulgate  regulations  to  make  national  standards  applicable  to 
highly  specialized  clinical  laboratories,  with  such  modifications  as  the 
Secretary  may  prescribe. 

STUDY  OF  CLINICAL  LABORATORY  SERVICES 

r 

Section  105(a)  of  the  bill  requires  the  Secretary,  during  the  period 
beginning  on  the  date  of  the  enactment  of  this  act  and  ending  on  the 
date  national  standards  first  take  effect,  and  again  during  the  2-year 
period  beginning  on  the  date  the  standards  take  effect,  to  conduct  a 
study  to  determine  the  quality  of  the  tests,  procedures  and  other  serv- 
ices provided  by  clinical  laboratories  during  each  such  period  and  the 
cost  of  such  services  during  both  such  periods.  The  Secretary  is  re- 
quired to  compare  the  data  on  the  quality  and  cost  of  the  services  pro- 
vided in  the  two  period  study  to  determine  the  effect  of  the  amendments 
made  by  the  act  on  the  quality  and  cost  of  clinical  laboratory  services. 

Section  105(b)  of  the  bill  requires  that  data  on  the  quality  and  cost 
of  laboratory  services  ghall  be  assembled  under  the  study  on  the  basis 
of  (1 )  the  size  and  type  of  clinical  laboratories  studied  and  the  cate- 
gories of  persons  for  whom  the  services  were  provided,  (2) 
the  volume  of  services  provided,  (3)  the  qualifications  and  experience 
of  the  personnel  that  performed  or  supervised  the  services  studied, 
(4)  the  protocols  followed  by  the  laboratories  in  providing  such  serv- 
ices, and  (5)  the  States  or  other  geographic  regions  in  which  such 
services  were  provided. 

Section  105(c)  of  the  bill  requires  the  Secretary  to  make  a  prelimi- 
nary report  to  the  Congress  on  the  results  of  the  study  not  later  than 
ninety  davs  after  expiration  of  the  first  period  studv  and  a  final  re- 
port on  the  study  (together  with  any  recommendations  for  legisla- 
tion) not  later  than  180  days  after  the  expiration  of  the  second  period 
study. 

The  purpose  of  this  section  is  to  insure  that  sufficient  data  is  col- 
lected to  make  possible  a  determination  of  the  effectiveness  of  the  Clin- 
ical Laboratory  Improvement  Act  of  1978.  Accordingly,  a  representa- 
tive selection  of  laboratory  tests  should  be  evaluated,  and  the  study 
shoidd  provide  a  comprehensive,  nationwide  statistical  profile  of  the 
clinical  laboratory  industry,  with  the  exception  of  physicians'  office 
laboratories.  The  data  collected  should  be  comprehensive  in  scope  and 
organized  in  such  a  way  as  to  permit  a  comparison  of  the  quality  and 
charges  of  different  laboratories  not  only  by  type,  but  by  volume,  geo- 
graphic region,  qualifications  of  personnel,  composition  of  clientele, 
regulatory  environment,  and  other  relevant  criteria .  The  study  should 
be  conducted  by  researchers  who  are  not  connected  with  the  adminis- 
tration or  implementation  of  the  act. 

Title  II  of  the  bill  consists  of  amendments  to  the  Social  Security 
Act,  and  authorized  studies  relating  to  those  amendments. 
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Section  201  of  the  bill  amends  section  112-i  (a)  (1)  of  such  act  (relat- 
ing to  disclosure  of  ownersliip  information)  to  require  an  independent 
clinical  laboratory  to  furnish  such  information  and  access  to  its  rec- 
ords as  the  Secretary  may  require  to  determine  whether  and  in  what 
amounts  the  laboratory  has  charged  a  physician  for  laboratory  services 
performed  by  the  laboratory. 

Section  202(a)  of  the  bill  provides  that  payments  under  medicare 
to  i^hysicians  for  laboratory  tests  included  in  their  bills  shall  be 
determined  as  follows : 

(i)  if  the  physician's  bill  indicates  that  the  physician  or  another 
physician  with  whom  the  physician  shares  his  practice  personally 
performed  or  supervised  such  services,  the  payment  shall  be  the  rea- 
sonable charge  for  the  test  (less  the  applicable  deductible  and  coin- 
surance amounts)  ; 

(ii)  if  the  bill  indicates  that  the  services  were  perform^ed  by  a 
laboratory  and  specifies  the  amount  the  laboratory  charged  the  physi- 
cian who  submitted  the  bill,  payment  shall  be  the  lower  of  (a)  the 
reasonable  charge  of  the  laboratory  for  such  services,  or  (b)  the 
amount  the  laboratory  charged  the  phj^sician  for  the  test,  plus  a 
nominal  fee  (where  the  physician  bills  for  such  a  service)  to  cover 
the  physician's  costs  in  collecting  and  handling  the  sample  on  which 
the  test  was  performed  (less  the  applicable  deductible  and  coinsurance 
amounts)  ; 

,(iii)  if  the  bill  does  not  indicate  who  performed  the  services  or 
indicates  the  services  were  performed  by  a  laboratory  which  is  not 
identified,  payment  shall  be  at  the  charge  estimated  to  be  the  lowest 
charge  at  which  the  test  could  have  been  secured  by  a  physician  from 
a  laboratory  serving  the  locality  (less  the  applicable  deductible  and 
coinsurance  amounts) . 

Section  202(b)  of  the  bill  makes  conforming  changes  to  insure 
that  pa3rment  for  laboratory  services  under  Medicare  will  not  be 
made  unless  the  laboratory  meets  applicable  State  and  Federal  re- 
quirements imposed  by  the  proposed  legislation. 

Section  202(c)  of  the  bill  provides  that  if  the  Joint  Commission 
on  Accreditation  of  Hospitals  imposes  standards  for  hospital  labora- 
tories which  are  at  least  equivalent  to  the  national  standards,  the 
Secretary  (or  the  State,  in  the  case  of  a  State  with  primary  enforce- 
ment responsibility)  may  deem  that  the  hospital  laboratory  meets  the 
Medicare  licensure  requirements. 

Section  202(d)  of  the  bill  makes  several  technical  corrections  in 
section  designations. 

Section  203(a)  of  the  bill  authorizes  for  a  three  year  period,  states 
to  make  arrangements  for  comioetitive  bidding  for  the  provisions  of 
clinical  laboratory  services  under  the  Medicare  program  if  the  Sec- 
retary finds  that  (i)  adequate  services  will  be  available  under  the  ar- 
rangements (ii)  laboratory  services  will  be  provided  only  by  labora- 
tories which  meet  the  requirements  of  the  proposed  legislation,  and 
which  do  no  more  than  75  percent  of  their  business  with  Medicare  and 
Medicaid,  and  (iii)  charges  will  be  made  at  the  lowest  rate  charged 
by  the  provider  for  comparable  services.  Competitive  bidding  arrange- 
ments are  to  be  evaluated  by  the  Secretary,  who  is  to  transmit  the 
evaluation  and  legislative  recommendations  to  the  Secretary  within 
24  months  from  the  date  of  enactment. 
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Section  203(b)  of  the  bill  makes  conforming  changes  to  insure 
that  payment  for  services  under  Medicaid  will  not  be  made  unless 
the  laboratory  meets  applicable  requirements  of  the  proposed  legis- 
lation. 

Section  203(c)  of  the  bill  requires  that  payments  for  laboratory 
services  under  Medicaid  not  exceed  the  lowest  amount  charged  for 
such  service  hj  the  provider. 

Section  203(d)  of  the  bill  requires  that  if  the  Medicaid  State  plan 
authorizes  payment  to  a  phj^sician  for  laboratory  services  (or  to  a 
physician  sharing  his  or  her  practice)  which  the  physician  did  not 
personally  perform  or  supervise,  paj^ment  will  be  made  in  accordance 
with  the  new  Medicare  requirem.ents  described  in  15  above.  Appropri- 
2at©  transitional  provisions  are  included. 

Section  204  of  the  bill  amends  title  XI  of  the  Social  Security  xict 
by  adding  a  new  section  1127  which  provides  that  (a)  if  a  physician 
performs  a  professional  service  in  a  hospital  and  the  hospital's  pay- 
ment to  the  physician  for  the  service  is  based  on  a  percentage  of  the 
hospital's  charges  for  the  service,  no  part  of  such  a  payment  shall  be 
considered  reasonable  for  the  purpose  of  reimbursement  under  titles 
V,  XYIII,  or  XIX,  to  the  extent  that  the  part  exceeds  the  sum  of  (1) 
the  compensation  which  would  reasonably  have  been  paid  by  the 
hospital  to  the  physician  performing  the  service  and  additional  costs 
that  would  have  been  incurred  by  the  hospital,  if  the  service  had  been 
performed  by  the  physician  in  an  emplo^^ment  relationship  with  the 
hospital,  and  (2)  the  cost  of  such  other  reasonable  expenses  incurred 
by  the  physician  in  performing  the  service,  as  the  Secretary  deter- 
mines to  be  appropriate:  and  (b)  if  a  physician  furnishes  profes- 
sional services  in  a  hospital  to  patients  of  the  hospital  and  if  these 
services  are  furnished  in  the  hospital  under  a  rental  or  lease  arrange- 
ment under  which  arrangement  the  hospital  is  paid  an  amount  that  is 
based  (directly  or  indirectly)  on  a  percentage,  fraction,  or  proportion 
of  the  charges  made  for  the  services  furnished,  the  amount  that  shall  be 
treated  as  a  reduction  from  the  hospital's  costs  otherwise  allowable 
under  titles  V,  XYII,  and  XIX,  with  respect  to  its  receipt  of  pay- 
ments under  the  arrangement,  shall  be  the  greater  of  (1)  the  amount 
paid  to  the  hospital  under  the  arrangement  with  respect  to  the  services 
furnished  or  (2)  the  amount  by  which  the  charges  made  by  the  physi- 
cian for  the  furnishing  of  the  services,  exceeds  the  amount  of  the 
costs  which  would  have  been  incurred  for  the  furnishing  of  the  serv- 
ices if  they  were  furnished  directly  by  the  hospital  through  individ- 
uals who  were  all  employed  on  a  reasonable  compensation  basis  by 
the  hospital  rather  than  under  such  arrangement. 

Section  204  (b)  and  (c)  of  the  bill  provides  thnt  the  new  section 
1127  shall  apply  to  payments  for  professional  services  performed  by 
physicians  (and  to  payments  received  by  a  hospital  with  respect  to 
those  professional  services  which  are  perform.ed  in  a  hospital  under 
a  rental  or  lease  arrangement)  on  and  after  the  first  day  of  the  first 
calendar  quarter  that  begins  more  than  60  days  after  enactment,  ex- 
cept that  if  professional  services  are  performed  by  a  physician  under 
a  contract  with  a  hospital  (or  if  a  hospital  receives  payment  under  a 
rental  or  lease  arrangement)  entered  into  before  June  1, 1978,  the  new 
section  1127  shall  apply  to  payments  for  services  performed  after 
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the  date  of  tenriination  of  the  contract  or  arrangement,  or  ^vlay  31, 
1978,  whichever  occurs  earlier. 

Section  205  of  the  bill  requires  the  Secretary,  within  24  months  of 
the  effective  date  of  the  amendments  made  by  section  202(a),  to  re- 
port to  the  Congress  (1)  the  i)roportion  of  bills  submitted  under  title 
XVIII  for  laboratory  services  which  did  not  identifj/  who'  perfonned 
the  services;  (2)  the  proportion  of  such  bills  with  respect  to  which 
the  amount  paid  was  less  than  the  amount  that  would  ot];iei'wuse  have 
been  payable  in  the  absence  of  section  1842 (li)  ;  (3)  the  avv^.rage  ad- 
ditional cost  per  laboratory  test  to  patients  resulting  from  reductions 
in  payment:  and  (4)  the  average  reduction  in  payment  per  laboratory 
test  to  physicians  resulting  from  the  application  of  section  1842(h). 

VIT.  Chaxges  IX  ExiSTixG  Law  IMade  by  the  Bill,  as  Eeported 

In  compliance  with  clause  3  of  rule  XIII  of  the  Rules  of  the  House 
of  Representatives,  changes  in  existing  law  made  by  the  bill,  as  re- 
ported, are  shown  below  using  the  following  typographical  devices 
(with  ''W  &  referring  to  the  Committee  on  Ways  and  Means 
and  ''IFC"  referring  to  the  Committee  on  Interstate  and  Foreign 
Commerce) : 
Existing  Law — 

— in  which  no  change  is  proposed  by  W  &  M  or  IFC,  printed 
in  roman. 

— proposed  to  be  omitted  by  both  W  &  M  and  IFC,  enclosed  in 
black  brackets,  viz,  ^  ]. 

— proposed  to  be  omitted  only  by  IFC  (and  not  by  W  &  M), 
printed  in  linctypor 

— proposed  to  be  omitted  only  by  W  &  M  (and  not  by  IFG),  en- 
closed in  black  parentheses,  viz,  (    ) . 
New  Matter— 

— proposed  to  be  inserted  by  both  W  &  M  and  IFC,  printed  in 
italic. 

— proposed  to  be  inserted  only  by  IFC  (and  not  by  W  &  M), 

printed  in  italic  Unctypo. 
—proposed  to  be  inserted  only  by  W  &  M  (and  not  by  IFC), 

printed  in  boldface  roman. 

Public  PIealth  SiaiyiCE  Act 
•  *,  ♦  «  ♦  *,  ♦  ■ 

TITLE  III— GENERAL  POWERS  AND  DUTIES 
OF  PUBLIC  HEALTH  SERVICE 

♦r  «  «t  *  • 

Part  F — Licexsing — Biological  Products  and  Clin- 
ical Laboratories  and  Control  op  RADiAirEaN' 

Subpart  1 — Biological  Products 
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[subpart  2  CI.INICAL  LABORATORIES 

[licensing  of  laboratories 

[Sec.  353.  (a)  As  used  in  this  section — 

[(1)  the  term  "laboratory"  or  "clinical  laboratory"  means  a 
facility  for  the  biological,  microbiological,  serological,  chemical, 
immnno-hematological,  hematological,  biophysical,  cytological, 
pathological,  or  other  examination  of  materials  derived  from  the 
human  body,  for  the  purpose  of  providing  information  for  the 
diagnosis,  prevention,  or  treatment  of  any  disease  or  impairment 
of,  or  the  asessment  of  the  health  of,  man ; 

[(2)  the  term  "interstate  commerce"  means  trade,  traffic,  com- 
merce, transportation,  transmission,  or  communication  between 
any  State  or  possession  of  the  United  States,  the  Commonweiilth 
of  Puerto  Kico,  or  the  District  of  Columbia,  and  any  place  outside 
thereof,  or  within  the  District  of  Columbia. 
[(b)(1)  No  person  may  solicit  or  accept  in  interstate  commerce, 
directly  or  indirectly,  any  specimen  for  laboratoiy  examination  or 
other  laboratory  procedures,  unless  there  is  in  effect  a  license  for  such 
laboratory  issued  by  the  Secretary  under  this  section  applicable  to 
such  procedures. 

[(2)  The  Secretary  shall  by  regulation  exempt  from  the  provisions 
of  this  section  laboratories  whose  operations  are  so  small  or  infrequent 
as  not  to  constitute  a  significant  threat  to  the  public  health. 

[(c)  A  license  issued  by  the  Secretary  under  this  section  may  be 
applicable  to  all  laboratory  procedures  or  only  to  specified  laboratory 
procedures  or  categories  of  laboratory  procedures. 

[(d)  (1)  A  license  shall  not  be  issued  in  the  case  of  any  clinical  lab- 
oratory unless  (A)  the  application  therefor  contains  or  is  accom- 
]^anied  by  such  information  as  the  Secretary  finds  necessary,  and  (B) 
the  applicant  agrees  and  the  Secretary  determines  that  such  labora- 
tory will  be  operated  in  accordance  with  standards  found  necessary 
by  the  Secret-ary  to  carry  out  the  purposes  of  this  section.  Such  stand- 
ards shall  be  designed  to  assure  consistent  performance  -by  the  labora- 
tories of  accurate  laboratory  procedures  and  services,  and  shall  in- 
clude, among  others,  standards  to  assure — 

[(i)  maintenance  of  a  quality  control  program  adequate  and 
appropriate  for  accuracy  of  the  laboratory  procedures  and 
services ; 

[(ii)  maintenance  of  records,  equipment,  and  facilities  neces- 
sary to  proper  and  effective  operation  of  the  laboratory ; 

[(iii)  qualifications  of  the  director  of  the  laboratory  and  other 
supervisoi-y  professional  personnel  necessary  for  adequate  and 
effective  professional  supervision  of  the  operation  of  the  labora- 
tory (which  shall  include  criteria  relating  to  the  extent  to  which 
training  and  experience  shall  be  substituted  for  education) ;  and 

[(iv)  participation  in  a  pi-oficiency  testing  program  estab- 
lished by  the  Secretary. 
[(2)  A  license  issued  under  this  section  shall  be  valid  for  a  period 
of  three  years,  or  such  shorter  period  as  the  Secretary  may  establish 
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for  any  clinical  laboratory  or  any  class  or  classes  thereof ;  and  may  be 
renewed  in  such  manner  as  the  Secretary  ma;/  prescribe.  The  pi-ovi- 
sions  of  this  section  requiring  licensing  shall' not  apply  to  a  clinical 
laboratory  in  a  hospital  accredited  by  the  Joint  Commission  on  the 
Accreditation  of  Plospitals  or  by  the  American  Osteopathic  Associa- 
tion, or  a  laboratory  which  has  been  inspected  and  accredited  by  such 
commission  or  association,  by  the  Commission  on  Inspection  and  Ac- 
creditation of  the  College  of  American  Pathologists,  or  by  any  other 
national  accreditation  body  approved  for  the  purpose  by  the  Secretary, 
but  only  if  the  standards  applied  by  such  commission,  association,  or 
other  body  in  determining  whether  or  not  to  accredit  such  hos])i};al  or 
laboratory  are  equal  to  or  more  stringent  than  the  provisions  of  this 
section  and  the  rules  and  regulations  issued  under  this  section,  and  only 
if  there  is  adequate  provision  for  assuring  that  such  standards  con- 
tinue to  be  met  by  such  hospital  or  laboratory ;  provided  that  any  such 
laboratory  shall  be  treated  as  a  licensed  laboratory  for  all  other  pur- 
poses of  tills  section. 

[(3)  The  Secretary  may  require  payment  of  fees  for  the  issuance 
and  renewal  of  licenses,  but  the  amount  of  any  such  fee  shall  not  ex- 
ceed $125  per  annum. 

[(e)  A  laboratory  license  may  be  revoked,  suspended,  or  limited  if 
the  Secretary  finds,  after  reasonable  notice  and  opportunity  for  hear- 
ing to  the  owner  or  operator  of  the  laboratory,  that  such  owner  or  op- 
erator or  any  employee  of  the  laboratory — 

[(1)  has  been  guilty  of  misrepresentation  in  obtaining  the 
license  ; 

[(2)  has  engaged  or  attempted  to  engage  or  represented  himself 
as  entitled  to  perform  any  laboratory  procedure  or  category  of 
procedures  not  authorized  in  the  license ; 

|[(3)  has  failed  to  comply  with  the  standards  with  respect  to 
laboratories  and  laboratory  personnel  prescribed  by  tlie  Secretary 
pursuant  to  this  section ; 

E  (4)  has  failed  to  comply  with  reasonable  requests  of  the  Secre- 
tary for  any  information  or  materials,  or  work  on  materials,  he 
deems  necessary  to  determine  the  laboratory's  continued  eligibility 
for  its  license  hereunder  or  continued  compliance  with  the  Secre- 
tary's standards  hereunder ; 

[(5)  has  refused  a  request  of  the  Secretary  or  any  Federal  of- 
ficer or  employee  duly  designated  by  him  for  permission  to  inspect 
the  laboratory  and  its  operations  and  pertinent  records  at  any  rea- 
sonable time ;  or 

[(6)  has  violated  or  aided  and  abetted  in  the  violation  of  any 
provisions  of  this  section  or  of  any  rule  or  regulation  promulgated 
thereunder. 

[(f)  Whenever  the  Secretary  has  reason  to  believe  that  continua- 
tion of  any  activity  by  a  laboratory  licensed  under  this  section  would 
constitute  an  imminent  hazard  to  the  public  health,  he  may  bring  suit 
in  the  district  court  for  the  district  in  which  such  laboratory  is  situ- 
ated to  enjoin  continuation  of  such  activity  and,  upon  proper  showing, 
a  temporary  injunction  or  restraining  order  against  continuation  of 
such  activity  pending  issuance  of  a  final  order  under  this  section  shall 
be  granted  without  bond  or  by  such  court. 
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[(g)  (1)  Any  party  aggrieved  by  any  final  action  taken  under  sub- 
section (e)  of  this  section  may  at  any  time  within  sixty  days  after  the 
date  of  such  action  file  a  petition  with  the  United  States  court  of  ap- 
peals for  the  circuit  wherein  such  person  resides  or  has  his  principal 
place  of  business,  for  judicial  review  of  such  action.  A  copy  of  the 
petition  shall  be  forthwith  transmitted  by  the  clerk  of  the  court  to  the 
Secretary  or  other  officer  designated  by  him  for  that  purpose.  The 
Secretary  thereupon  shall  file  in  the  court  the  record  on  which  the  ac- 
tion of  the  Secretary  is  based,  as  provided  in  section  2112  of  title  28, 
United  States  Code. 

[(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  ad- 
ditional evidence,  and  shows  to  the  satisfaction  of  the  court  that  such 
additional  evidence  is  material  and  that  there  were  reasonable  grounds 
for  the  failure  to  adduce  such  evidence  in  the  proceeding  before  the 
Secretar}^,  the  court  may  order  such  additional  evidence  (and  evidence 
in  rebuttal  thereof)  to  be  taken  before  the  Secretary,  and  to  be  ad- 
duced upon  the  hearing  in  such  manner  and  upon  such  terms  and  con- 
ditions as  the  court  may  deem  proper.  The  Secretary  may  modify  his 
findings  as  to  the  facts,  or  make  new  findings,  by  reason  of  the  addi- 
tional evidence  so  taken,  and  he  shall  file  such  modified  or  new  findings, 
and  his  recommendations,  if  any,  for  the  modification  or  setting  aside 
of  his  original  action,  with  the  return  of  such  additional  evidence. 

[(3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  affirm  the  action,  or 
to  .set  it  aside  in  whole  or  in  part,  temporarily  or  permanently.  The 
findings  of  the  Secretary  as  to  the  facts,  if  supported  by  substantial 
evidence,  shall  be  conclusive. 

[(4)  Tlie  judgment  of  the  court  affirming  or  setting  aside,  in  whole 
or  in  part,  any  such  action  of  the  Secretary  shall  be  final,  subject  to 
review  by  th  Supreme  Court  of  the  United  States  upon  certiorari  or 
certification  as  provided  in  section  1254  of  title  28,  United  States  Code. 

[(h)  Any  person  who  willfully  violates  any  provision  of  this  sec- 
tion or  any  rule  or  regulation  promulgated  thereunder  shall  be  guilty 
of  a  misdemeanor  and  shall  on  conviction  thereof  be  subject  to  im- 
prisonment for  not  more  than  one  year,  or  a  fine  of  not  more  than 
$1,000,  or  both  such  imprisonment  and  fine. 

[(i)  The  provisions  of  this  section  shall  not  apply  to  any  clinical 
laboratory  operated  by  a  licensed  physician,  osteopath,  dentist,  or 
podiatrist,  or  group  thereof,  who  performs  or  perform  laboratory 
tests  or  procedures,  personally  or  through  his  or  their  employees, 
solely  as  an  adjunct  to  the  treatment  of  his  or  their  own  patients;  nor 
shall  such  provisions  apply  to  any  laboratory  with  respect  to  tests  or 
other  procedures  made  by  it  for  any  person  engaged  in  the  business 
of  insurance  if  made  solely  for  purposes  of  determining  whether  to 
write  an  insurance  contract  or  of  determining  eligibility  or  continued 
eligibility  for  payments  thereunder. 

[(j)  In  carrying  out  his  functions  under  this  section,  the  Secretary 
is  authorized,  pursuant  to  agreement,  to  utilize  the  services  or  facili- 
ties of  any  Federal  or  State  or  local  public  agency  or  nonprofit  pri- 
vate agency  or  organization,  and  may  pay  therefor  in  advance  or  by 
way  of  reimbursement,  and  in  such  installments,  a,s  he  may  determine. 

[(k)  Nothing  in  this  section  shall  be  construed  as  affecting  the 
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power  of  any  State  to  enact  and  enforce  laws  relating  to  the  matters 
covered  by  this  section  to  the  extent  that  such  laws  are  not  incon- 
sistent with  the  provisions  of  this  section  or  with  the  mles  and  regu- 
lations issued  under  this  section. 

[(1)  Where  a  State  has  enacted  or  hereafter  enacts  laws  relating  to 
matters  covered  by  this  section,  which  provide  for  standards  equal 
to  or  more  stringent  than  the  provisions  of  this  section  or  than  the 
rules  and  regulations  issued  under  this  section,  the  Secretary  may 
exempt  clinical  laboratories  in  that  State  from  compliance  with  this 
section.] 

*  *  *  *  *  *  * 

[Part  H — Grants  to  Aiaska  for  Mental  Hralth 

[payments  for  construction  of  hospital  facilities 

[Sec.  372.  (a)  There  is  authorized  to  be  appropriated  an  amount 
not  exceeding  the  total  sum  of  $6,500,000,  to  remain  available  until 
expended,  to  enable  the  Surgeon  General  to  make  payments  to  Alaska 
as  the  total  contribution  of  the  Federal  Government  to  be  used  in  de- 
fraying the  cost  of  construction  of  hospital  and  other  facilities  in 
Alaska  needed  for  the  carrying  out  of  a  comprehensive  mental  health 
program. 

[(b)  Such  facilities  shall  be  scheduled  for  construction  in  accord- 
ance with  a  comprehensive  construction  program,  developed  by 
Alaska  in  consultation  with  the  Public  Health  Sendee  and  approved 
by  the  Surgeon  General.  Projects  shall  be  constructed  in  accordance 
with  such  approved  program  and  in  accordance  with  plans  and  speci- 
fications for  the  project  approved  by  the  Surgeon  General. 

[(c)  Upon  certification  by  Alaska,  based  upon  inspection  by  it, 
that  work  has  been  performed  upon  a  project,  or  purchases  have  been 
made  in  accordance  with  approved  plans  and  specifications,  and  that 
payment  of  an  installment  is  due,  the  Surgeon  General  shall  certify 
such  installment  for  payment :  Provided  however^  That  the  Surgeon 
General  may  cause  the  project  to  be  inspected  at  any  time,  and  if  such 
inspection  indicates  that  the  project  is  not  being  constructed  in  ac- 
cordance with  approved  plans  and  specifications,  he  may,  after  notice 
and  affording  opportunity  for  hearing,  withhold  further  payment 
until  he  finds  that  adequate  corrective  measures  have  been  taken. 

[(d)  The  term  "cost  of  construction"  means  the  amount  found  nec- 
essary by  the  Surgeon  General  for  the  construction  of  a  project  and 
includes  the  construction  and  initial  equipment  of  buildings  (includ- 
ing medical  transportation  facilities),  archit-ects'  and  engineering 
fees,  the  cost  of  land  acquired  specifically  for  the  purpose  of  the  proj- 
ect, and  on-site  improvements. 

[(e)  If,  within  20  years  from  the  date  of  completion  of  construc- 
tion, any  hospital  or  other  medical  facility  constructed  with  the  aid 
of  grants  imder  this  section  shall  cease  to  be  a  publicly  owned  facility 
operated  for  the  care  or  treatment  of  patients  under  Alaska's  mental 
health  program,  the  United  States  shall  be  entitled  to  recover  from 
Alaska  the  then  value  of  the  hospital  or  other  medical  facility,  re- 
duced, however,  proportionately  to  the  extent  to  which  Alaska  may 
have  contributed  to  the  cost  of  construction  thereof.] 
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Part  H — Clinical  Laboratories 

definitions 

Sec.  370.  For  purposes  of  this  part — 

{1){A)  Except  as  provided  in  rnhparagraph  (i?),  the  terms 
''''laboratory''''  arid  '"''clinical  laboratory''''  mean  a  facility  {or  any 
identifiahle  part  of  a  facility) — 

{A)  for  the  biological^  microbiological,  serological,  chem^ 
ical,  immunohematological^  radioimmunological,  hematologi- 
cal, biophysical,  cytotogical,  pathological,  or  other  examina- 
tion of  materials  derived  from  the  human  body  for  the  pur- 
pose of  providing  information  for  the  diagnosis,  preverCtion, 
or  treatment  of  any  disease  or  impairment  of,  or  the  assess- 
ment of  the  health  of,  humans,  or 

(B)  for  the  collection,  processing,  or  transmission  of  such 
materials  for  su^h  purposes. 
(B)  The  terms  Hat  oratory''''  or  ^'cliniml  laborafory^^  do  not 
include  a  facility  (or  identifiable  part  of  a  facility)  exclusively 
engaged  in  (i)  the  collection,  banking,  processing,  or  transmission 
of  hurnmi  whole  blood  or  its  components  or  other  tissues,  (ii) 
transfusion  services,  {Hi)  plasmapheresis,  (iv)  compatibility 
testing,  or  (v)  any  combination  of  such  activities. 

{2)  The  term  '"''interstate  commerce''''  means  {A)  trade,  traffic, 
corrvmerce,  transportation,  transmission,  or  communication  be- 
tween any  State  and  any  place  outside  of  such  State,  or  (B) 
within  the  District  of  Columbia. 

NATIONAL  STANDARDS 

Sec.  371.  (a)  Within  two  hundred  and  ten  days  of  the  date  of  the 
enactrnjcnt  of  the  Clinical  Laboratory  Improvement  Act  of  1978,  the 
Secretary,  after  providing  reasonable  opportwnity  for  consultation 
with  representative  public  and.  private  professional  entities,  shall  pub- 
lish proposed  national  standards  for  clinical  laboratories.  Within 
one  year  after  such  date  of  enactment,  the  Secretary  shall  prorrvulgate 
such  standards  with  svxjh  modifications  as  the  Secretary  deems  ap- 
propriate, and  such  standards  shall  take  effect  upon  their  promulga- 
tion. Standards  under  this  subsection  may  be  amended  by  the 
Secretary. 

{b)(l)  National  standards  promulgated  under  subsection  (a)  for 
clinical  laboratories  shall  be  designed  to  assure  consistent  perform- 
ance by  clinical  laboratories  of  accurate  and  reliable  laboratory  tests 
and  other  procedures  and  services  {hereinafter  in  this  part  collectively 
referred  to  a^  '"''services'''')  and  shall— 

{A)  require  clinical  laboratories  subject  to  the  standards  to 
maintain  appropriate  quality  control  programs, 

{B)  require  such  laboratories  to  maintain  such  records,  equip- 
ment, and  facilities  as  may  be  necessary  for  the  proper  and  effec- 
tive operation  of  such  laboratories, 

{C)  require  satisfactory  performance  by  such  laboratories  on 
periodic  proficiency  tests  developed  in  accordance  with  subsec- 
tion {d), 


43 


{D)  prescribe  qualifications  for  directors  and  supervisory  per- 
sonnel of^  and  technologists  employed  in^  such  laboratories  {which 
qualifications  shall  (i)  not  be  limited  solely  to  education  require- 
ments, (ii)  include  appropriate  combinations  of  education,  train- 
ing, experience,  and  examination  requirements,  and  {Hi)  be  de- 
signed to  insure  the  continued  competence  of  such  personnel) , 

{E)  require  supervisory  personnel  of  such  laboratories,  through 
periodic  practical  examinations  or  by  comparable  methods,  to 
evaluate,  in  accordance  with  guidelines  prescribed  by  the  Secre- 
tary, the  proficiency  of  technicians  employed  in  such  laboratories, 

(F)  require  such  laboratories  to  provide  assurances  satisfa/)- 
tory  to  the  Secretary  that — 

(^)  directors,  supervisory  personnel,  and  technologists  will 
meet  applicable  requirements  prescribed  under  subparagraph 
{D),and 

{ii)  all  technologists  and  technicians  will,  where  appropri- 
ate, perform  their  duties  under  supervision  and  will  perform 
only  those  duties  for  which  they  are  qualified,  as  determined 
in  accordance  with  subparagraphs  {D)  and  {E),  and 
{G)  include  such  other  requirements  as  the  Secretary  deter- 
mines necessary  to  assure  consistent  performance  by  such  labora- 
tories of  accurate  and  reliable  services. 
{2)  For  purposes  of  paragraph  {1)  — 

{A)  the  term  technologist^  means  an  individual  employed 
in  a  laboratory  who  in  performing  services  in  such  laboratory 
is  required  toexcercise  independent  judgment,  and 

{B)  the  term  ''technicians^  means  a  person  employed  in  a  labo- 
ratory who  is  not  required  to  exercise  independent  judgment  in 
the  technician's  employment  by  the  laboratory, 
{c)  The  n/itional  standards  promulgated  under  subsection  {a)  may 
vary  on  the  basis  of  the  type  of  services  performed  by  su^h  labora- 
tories or  the  purposes  for  which  such  services  are  performed, 

{d)  Within  one  year  of  the  date  of  the  enmctment  of  the  Clinical 
Laboratory  Improvement  Act  of  1978,  the  Secretary,  in  consultation 
with  appropriate  professional  organizations,  shall  develop  standards 
for  proficiency  testing  of  clinical  laboratories  subject  to  national  stand- 
ards in  effect  under  this  section,  which  proficiency  testing  standards 
(^)  shall  require  such  testing  to  be  administered  at  least  annually 
to  all  such  laboratories ;  {ii)  shall  require  a  system  of  on-site  testing 
of  a  laboratory's  proficiency  in  the  examination  of  specimens  which 
system  shall  require  such  testing  to  be  done  in  accordance  with  the  pro- 
cedures prescribed  by  paragraphs  {1)  and  {^)  of  section  S76{b) ; 
and  {Hi)  may  require  a  system  for  tJie  testing  of  a  laboratory''s  pro- 
ficiency in  the  examination  of  specimens  under  which  system  the 
laboratory  is  not  informed  that  Us  proficiency  is  being  tested  {com- 
monly referred  to  as  "blind  proficiency  testing'''^) . 

APPLICATION  OF  NATIONAL  STANDARDS 

Sec,  372.  {a)  National  standards  for  clinical  laboratories  in  effect 
under  section  371  shall  be  administered  and  enforced  by  the  Secretary 
and  shall,  except  as  provided  in  subsections  {b),  {c),  and  {d)  — 
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(i)  apply  to  each  clinical  laboratory  which  is  engaged  in  hmi- 

ness  in  interstate  commerce^  and 

{2)  apply  to  any  other  clinical  laboratory  which  is  located  in 
a  State  which  {as  determined  vmder  section  37 Jf)  does  not  have 

primary  enforcement  responsibility  for  the  regulation  of  clinical 

Uib  oratories. 

(b)  The  Secretary^  upon  request  of  a  State  which  has  primary  en- 
forcement responsibility  for  the  regulation  of  clinical  laboratories^ 
shall  authorize  such  State  to  regulate^  under  the  standards  of  the  State 
desci'^ibed  in  section  87 Jf.  {a}{l),  clinical  laboratoi^s  which  are  located 
or  doing  at  least  10  per  centum  of  their  business  within  the  State  and 
which  are  engaged  in  business  in  interstate  coTnmerce, 

(c)  (1)  Except  as  provided  in  section  103 {a)  of  the  Clinical  Labora- 
tory Improvement  Act  of  1978,  during  the  tioo-year  period  beginning 
on  the  date  that  national  standards  first  take  effect  under  section  371,. 
such  standards  shall  not  apply  to  clinical  laboratories  which  are  not 
engaged  in  business  in  interstate  commerce. 

{2)  During  the  two-year  period  beginning  on  the  d^ate  that  national 
standards  for  clinical  laboratories  first  take  effect  under  section  371 
{or,  in  the  case  of  a  clinical  laboratory  which  is  not  engaged  in  busi- 
ness in  interstate  commerce  and  which  is  'iwt  subject  to  section  103 
{a)  {2)  of  the  Clinical  Laboratory  Improvement  Act  of  1978,  during 
the  two-year  period  beginning  on  the  date  such  standards  are  first  made 
applicable  to  such  lah oratory),  the  provisions  of  such  standards  pre- 
scribing qualifications  for  supervisory  personnel  or  the  provisions  of 
such  standards  prescribing  qualifications  for  technologists,  or  both 
such  provisions,  shall  not  apply  to  a  clinical  laboratory  which — 

{A)  the  Secretary  determines  is  located  in  a  rural  area  {as 
defined  by  the  Secretary)  in  which  there  is  not  a  sufficient  number 
of  indivvdu/ils  with  the  qualifications  prescribed  by  such  provi- 
sions for  supervisory  personnel  or  technologists,  as  the  case  nvay 
be, 

{B)  performs  services  solely  for  hospitals  and  licensed  physi- 
cians, dentists,  or  podiatrists  { or  any  combination  of  such  practi- 
tioners) located  within  such  a  rural  area,  and 

{C)  provides  the  Secretary  satisfactory  assurances  that  it  wilt 
take  such  actions  as  may  be  necessary  to  train  individuals  to  meet 
such  qualifications  or  to  employ  individuals  with  such  qualifi- 
cations, 

{3)  {A)  The  national  standards  for  clinical  laboratories  shall  not 
apply  to  any  clinical  laboratory — 

{i)  which  is  located  in  the  office  of  a  licensed  physician,  dentist,, 
or  podiatrist,  or  a  group  of  such  practitioners,  and 

{ii)  in  which  the  only  services  which  are  performed  are  serv- 
ices performed  by  such  a  practitioner  in  connection  with  the  treat- 
ment of  his  patients. 
{B)  Except  as  provided  under  section  103 {a)  {2)  of  the  Clinical 
Laboratory  Improvement  Act  of  1978,  the  national  standards  for 
clinical  laboratories  shall  not  apply  to  any  clinical  laboratory — 

(^)  which  is  located  in  the  office  of,  or  supervised  by,  a  licensed 
physician,  dentist,  or  podiatrist,  or  a  group  of  not  more  than  five 
such  practitioners, 
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(ii)  in  which  the  only  services  which  are  performed  are  serv- 
ices performed  in  connection  with  the  treatment  of  the  patients  of 
such  practitioner  {or  group  of  practitioners)  or  in  connectix>n 
with  services  provided  for  such  patients  hy  a  physicum  assistant 
or  nurse  practitioner  under  the  supervision  of  such  practitioner  or 
group^  and 

{Hi)  which  is  a  participant  in  a  proficienci/  testing  program 
approved  hy  the  Secretary  if  such  participation  is  required  under 
section  103 {h)  of  such  Act. 

{!{,)  The  Secretary  slmll^  upon  application^  exempt^  on  siwh  terms 
and  conditions  as  may  he  appropriate^  from  the  national  standards 
for  clinical  lah oratories  any  laboratory  in  which  the  only  services 
which  are  performed  are  services  for  hiomedical  or  hehaviorol  research. 

{5)  Except  as  provided  under  section  10J{.{h)  {2)  of  the  Clinical 
Laboratory  Improvement  Act  of  1978.,  the  national  stamdards  for 
clinical  lodyoratoHes  shall  not  apply  to  any  highly  specialized  clinical 
laboratory  engaged  exclusively  in  the  assessment  of  cardiac  or  pul- 
monary function. 

{d)  {!)  Federal  clinical  laboratories  umder  the  jurisdiction  of  the 
Secretary  shall  be  mhject  to  national  standards  in  effect  under  sec- 
tion 371  and  any  other  Federal  clinical  laboratory  in  a  State  shall  be 
subject  to  such  standards  unless  {A)  the  laboratory  is  under  the  juris- 
diction of  any  of  tlie  Armed  Forces  of  the  United  States  or  the  Ad- 
ministrator of  Veterans'^  Affairs.,  or  {B)  the  agency  which  has  juris- 
diction over  such  laboratory  has  in  effect  standards  for  such 
lahoratoi'y  which  are  no  less  stringent  than  the  national  stamdards  in 
effect  under  subsection  {a). 

(^)  The  Secretary  sJiall  bring  the  national  standa.rds  in  effect  under 
section  371  to  the  attention  of  the  Secretary  of  each  military  depart- 
ment and  the  Administrator  of  Veterans'^  Affairs  so  tlmt  su^h  stand- 
ards may  be  considered  and  applied  as  appropi'iate  by  such  Secre- 
taries and  Administrator  to  clinical  laboratories  under  their 
jurisdiction. 

ie)  Except  as  authorized  under  section  371^,.,  no  State  or  political 
subdivision  may  adopt  or  continue  in  effect  requirements  {other  tlmn 
licensing  requirements  applicable  to  directors^  supervisory  personnel., 
technologists.,  or  technicians  in  clinical  laboratories  and  requirements 
applicable  to  clinical  laboratories  under  a  certificate  of  need  pro- 
gram) which — 

(A)  are  applicable  to  clinical  laboratories^  and 
{B)  are  different  from  or  in  addition  to  the  national  stand- 
ards for  clinical  laboratoHes  in  effect  under  section  371. 

(/)  Any  clinical  laboratory  which  is  engaged  in  business  in  inter- 
state commerce  shall^  during  the  period  beginning  on  the  date  of  the 
enactment  of  the  Clinical  Laboratory  Improvement  Act  of  1978  and 
ending  on  the  date  such  laboratomj  is  required  to  hawe  in  effect  a 
license  issued  under  section  373^  com.ply  with  the  licensing  require- 
ments in  effect  under  section  353  before  such  date  of  enactment. 

LICENSES 

Sec.  373.  {a)  The  Secretary  shall  establish  a  system  for  the  licen- 
sure of  clinical  laboratories  subject  to  national  stamdards  in  effect 
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under  section  371.  A  license  issued  under  such  system  for  a  clinical 
laboratory  (1)  shall  specify  the  categories  of  services  which  mch  lab- 
oratory may  perform.^  and  (2)  shall  he  valid  for  su^h  period  (hut 
not  in  excess  of  thirty -six  months)  as  the  Secretary  may  prescrihe. 
A  fee  may  he  required  hy  the  Secretary  for  the  issuance  or  renewal 
of  a  license  in  an  amount  not  to  exceed  $500.  The  Secretary  may  pre- 
scribe variances  in  such  fees  based  on  the  volume  of  services  performed 
hy  the  climical  laboratories  required  to  he  licensed. 

(b)  (1)  The  system  established  under  subsection  (a)  shall  require 
the  following  as  a  condition  to  the  issuxince  or  renewal  of  a  license 
under  the  system: 

{A )  The  submission  of  an  application  in  such  form  and  man- 
ner as  may  he  prescribed  by  the  Secretary. 

(B)  A  determination  hy  the  Secretary  that  the  applicant  meets 
the  national  standards  in  effect  under  section  371. 

(O)  The  submission  by  the  applicant  to  the  Secretary  and  to 
the  health  systems  agency  serving  the  area  in  which  the  appli- 
cant is  located  of  (i)  an  accurate  itemized  schedule  of  all  current 
rates  the  applicant  charges  (including  such  a  schedule  of  rates  for 
common  groupings  of  tests)  for  the  laboratory  services  it  pro- 
vides^ and  (ii)  such  information  as  may  be  necessary  to  disclose 
any  contractual  relationships  in  effect  between  the  applicant  and 
physicians  and  otlier  health  professionals  respecting  the  Idborou- 
tory^s  services  amd  the  terms  of  any  contracts  between  the  appli- 
cant and  such  persons. 
{2)  From  the  information  submitted  in  accordance  with  para- 
graph (1)  (O)  a  health  systems  agency  may  not  disclose — 

(A)  the  id-entity  of  any  person  for  whom  am  applicant  for  a 
license  performed  services.,  except  that  a  health  s^/stems  agency 
may  make  such  a.  disclosure  in  response  to  a  request  of  an  offi.Ger 
or  em.ployee  of  the  United  States  or  a  State  made  in  accordance 
with  regulations  of  the  Secretary!  and  in  connection  with  the  func- 
tions or  duties  of  the  officer  or  employee  in  the  enforcement  of  this 
part  or  of  a  Federal  or  State  criminal  law;  and 

(B)  any  contractual  relationship  described  in  clause  (ii)  of 
such  paraaraph^  except  that,  in  accordance  %oith  regulations  pro- 
Tmiigated  hy  the  Secretary^  the  health  systems  agency  may  disclose 
(i)  a  contractual  relationship  between  the  applicant  and  any 
physician  for  the  performance  of  services  if  the  applicaml  re- 
ceives compensation  under  titls  XVIII  of  the  Social  Security 
Act  or  under  a  State  plan  for  medical  assistance  approved  under 
title  XIX  of  such  Act  for  the  performance  of  clinical  laboratory 
services,  and  (ii)  any  contractual  relationship  described  in  such 
clmise  ( ii)  in  response  to  a,  recfoest  of  am.  officer  or  employee  of  the 
United  States  or  a  State  made  in  connection  with  the  functions 
or  duties  of  the  officer  or  em>ployee  in  the  enforcement  of  this  part 
or  a.  Federal  or  State  criminal  law. 

(c)  (1)  If  the  Secretary  finds,  after  reasonable  notice  and  oppor- 
tunity for  hearing^  that — 

(A)  a  clinical  lahoratonj  licensed  under  this  section  is  not  in 
com,j)liance  with  applicable  national  standards  in  effect  under 
section  371,  or 
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{B)  such  laboratory  lias  (i)  failed  to  comply  with  reasonable 
requests  of  the  Secretary  for  any  information  or  specim.ens^  or 
testing  of  specimens^  the  Secretary  deem  necessary  to  determAne 
the  laboratory's  continued  eligibility  for  its  license  under  this 
section  or  continued  compliance  with  applicable  national  stand- 
ards i/n  effect  under  section  371^  or  (ii)  re  fussed  a  request  of  tJie 
Secretary  or  any  individual  duly  designated  by  him  for  per-mis- 
sion  to  inspect^  under  section  376 {b)^  the  laboratory  and  its  opera- 
tions and  pertinent  records  at  any  reasonable  time^ 
the  Secretary  nmy  revoke  such  laboratory's  license  for  the  remainder 
of  its  term  or  may  limit  or  suspend  such  laboratory's  license  until  the 
laboratory  has  demonstrated  to  the  satisfaction  of  the  Secretary  that 
the  laboratory  is  in  compliance  with  such  national  standards  or  sux)h 
requests  will  be  complied  with,  as  the  case  may  be. 

{'2)  If  the  Secretary  finds ^  after  reasonable  notice  and  opportunity 
for  a  hearing^  tJmt  a  clinical  laboratory  licensed  under  this  section — 
{A)  has  been  guilty  of  misrepresentation  in  obtaining  the 
license; 

(B)  has  engaged  or  attempted  to  engage  in^  or  represented  itself 
as  entitled  to  perform^  any  laboratory  service  or  category  of  serv- 
ices not  authorized  by  the  license; 

( C)  has  engaged  in  a  billing  practice  umder  which  charges  for 
laboratory  services  provided  a  patient.^  on  whose  behalf  reimburse^ 
ment  {in  whole  or  in  part)  for  such  charges  is  provided  under  a 
program  receiving  Federal  financial  assistance^  are  made  at  a 
higher  rate  than  charges  for  comparable  services  provided  a  pa- 
tient for  wJwm  such  reimbursement  is  nM  made; 

(D)  has  offered,  paid,  solicited,  or  received 

m  ihe  fom  ^  money  €my-  other  ikm§  ^  mkbe  remuneration 
(including  any  kickback,  bribe,  finder's  fee,  or  rebate,  but  ex- 
cluding any  discount  or  other  reduction  in  price  and  excluding 
any  amount  paid  by  an  employer  for  employment  in  the  provision 
of  the  services)  directly  or  indirectly,  overtly  or  covertly,  in  cash 
or  in  kind  in  connection  with  the  provision  of  clinical  laboratory 
services;  or 

(E)  has  engaged  in  any  false,  fictitious,  or  fraudulent  billing 
practice  for  the  purposes  of  obtaining  payment  under  any  pro- 
gram the  funds  for  which  are  provided  in  whole  or  in  part  by  the 
United  States, 

the  Secretary  may  revoke  such  license  for  the  remainder  of  its  term  or 
may  make  the  laboratory  or  any  person  determined  by  the  Secretary  to 
have  made  the  misrepresentation  described  in  subparagraph  {A)  or  to 
have  engaged  in  any  activity  described  in  subparagraph  {B)  ,  {C)  ,{D)  ^ 
or  (E)  ineligible  to  apply  for  a  license  under  this  section  for  such  pe- 
riod (not  to  exceed  two  years)  as  the  Secretary  may  prescribe,  or  take 
both  such  actions.  A  billing  practice  which  results  in  different  charges 
for  the  same  laboratory  services  solely  because  of  differences  in  admin- 
istrative  costs  related  to  receiving  reimbursement  for  the  provision  of 
such  services  shall  not  be  considered  a  billing  practice  described  in  sub- 
paragraph {O). 

(d)  Any  person  who  is  convicted  under  subsection  (a)  of  section 
375  or  under  section  1877(b)  or  1909(b)  of  the  Social  Security  Act  af- 
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ter  the  date  of  enactment  of  the  Clinical  Laboratory  Improvement  Act 
of  1978  for  a  violation  occurring  after  such  date  shall  not  he  eligible  to 
apply  for  a  license  under  this  section  for  a  clinical  laboratory  during 
the  ten-year  period  beginning  on  the  date  such  person's  conviction  be- 
came -final  and  the  license  of  the  laboratory  involved  in  such  violation 
shall  be  revoked. 

(e)  (1)  Any  person  aggrieved  by  any  final  action  taken  under  subsec- 
tion {c)  of  this  section  may  at  any  time  within  sixty  days  after  the  date 
of  such  action  file  a  petition  %oith  the  United  States  court  of  appeals  for 
the  circuit  wherein  such  person  resides  or  has  his  principal  place  of 
business  for  judicial  review  of  such  action.  A  copy  of  the  petition  shall 
be  forthwith  transmitted  by  the  clerh  of  the  court  to  the  Secretary  or 
other  officer  designated  by  him  for  tho.t  purpose.  The  Secretary  there- 
upon shall  file  in  the  court  the  record  on  which  the  action  of  the  Secre- 
tary is  based^  as  provided  in  section  2112  of  title  28,  United  States 
Code. 

(2)  If  the  petitioner  applies  to  the  court  for  leave  to  adduce  addi- 
tional evidence  and  shows  to  the  satisfaction  of  the  court  that  such  ad- 
ditional evidence  is  mMerial  and  that  there  were  reasonable  grounds 
for  the  failure  to  adduce  such  evidence  in  the  proceeding  before  the 
Secretary^  the  court  may  order  such  additional  evidence  {and  evidence 
in  rebuttal  thereof)  to  be  taken  before  the  Secretary.^  and  to  be  adduced 
upon  a  hearing  in  such  manner  and  upon  such  terms  and  conditions  as 
the  court  may  deem  proper.  The  Secretary  may  modify  his  findings  as 
to  tlie  facts,  or  make  neio  findings,  by  reason  of  the  additional  evidence 
so  taken^  and  he  sliall  file  such  modified  or  new  findings,  and  his  recom- 
mendations,  if  any,  for  the  modification  or  setting  aside  of  his  original 
action,  vMh  the  return  of  such  additional  evidence. 

{3)  Upon  the  filing  of  the  petition  referred  to  in  paragraph  (1)  of 
this  subsection,  the  court  shall  have  jurisdiction  to  affirm  the  action,  or 
to  set  it  aside  in  whole  or  in  part,  temporarily  or  permanently.  The 
■findings  of  the  Secretary  as  to  the  facts,  is  supported  by  substantial 
evidence i  shall  be  conclusive. 

PRIMARY  ENFORCEMENT  RESPONSIBILITY 

Sec.  374'  (<^)  l^or  purposes  of  this  section,  a  State  lias  primary 
enforcement  responsibility  for  the  regulation  of  clinical  laboratories 
described  in  subsection  {c)  during  any  period  for  lohich  the  Secretary 
determines  (pursuant  to  regulations  prescribed  under  subsection  (d) ) 
that  such  State — - 

(7)  has  adopted  {A)  standards  applicable  to  clinical  labora- 
tories which  are  no  less  stHngent  than  the  national  standards  in 
'  .  effect  under  section  371,  and  (B)  a  system  for  the  lieensure  of  lab- 
oratories lohich  meets  the  requirements  of  subsection  (b)  and 
which  includes  provisions  respecting  applications  and  submissions 
to  health  systems  agencies  for  the  healtfi  service  areas  in  which  the 
applicants  are  located  or  doing  at  least  10  per  centum  of  their 
business  which  provisions  are  no  less  stringent  than  the  provisions 
of  subsection  (b)  of  section  373  and  includes  provisions  respecting 
the  suspension,  revocation,  and  eligibility  for  licenses  which  pro- 
visions are  no  less  stringent  than  tJie  provisions  of  subsections  {c) 
and  (d)  of  such  section; 
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{£)  is  able  to  enforce  such  Staters  standards,  including  enforce- 
ment hy  sux)h  monitoring  and  such  inspections  as  the  Secretary 
may  require  hy  regulation; 

{3)  will  keep  such  records  and  make  such  reports  with  respect  to 
its  activities  under  paragraphs  {1)  and  {2)  as  the  Secretary  may 
require  hy  regulation; 

{If)  if  it  pei^its  exemptions  from  the  requirements  of  its  stand- 
ards which  meet  the  requirements  of  paragraph  (i)  (^),  permits 
such  exemptions  under  conditions  arid  in  a  manner  lohich  are  no 
less  stringent  than  the  conditions  and  the  manner  in  which  exemp- 
tions are  or  may  he  granted  under  section  372  {c) ; 

(5)  has  adopted  and  can  implement  adequate  procedures  for  the 
effective  and  timely  control  of  health  hazards  which  may  result 
from  an  activity  of  a  clinical  laboratory  loithin  the  State; 

(6)  Jias  designated  a  single  agency  of  the  State  to  enforce  its 
standards  and  to  administer  its  system  for  licensure  of  clinical 
laboratories ;  and 

(7)  for  the  purpose  of  avoiding  the  application  of  duplicative 
requirements  to  clinical  laboratories,  loill  coordinate  with  other 
States  in  canning  out  its  primary  enforceiwent  responsibilities. 

(b)  For  the  purpose  of  primary  eriforcement  responsibility  under 
this  section,  a  State  system  for  the  licemure  of  clinical  laboratories — 

(1)  shall  prescribe  that  licenses  issued  under  such  system  shall 
be  valid  for  such  period  (but  not  in  excess  of  thirty-six  months) 
as  is  prescHhed  under  the  system,  and  may  require  a  fee  for  the 
issuance  or  renewal  of  a  license  in  an  amount  (not  in  excess  of 
$500)  determined  under  the  system; 

(2)  may  provide  for  variances  in  such  fees  based  on  volume  of 
services  performed  by  the  clinical  laboratories  required  to  be  li- 
censed; and 

(3)  shall  provide  that  licenses  issued  for  a  clinical  laboratory 
shall  specify  the  categories  of  services  lohich  such  laboratory  may 
perform, 

(c)  The  clinical  lah oratories  subject  to  regulation  by  a  State  xohich 
has  primary  enforcement  responsibility  are — 

{1)  clinical  laboratories  {other  than  clinical  laboratories  de- 
scribed in  section  372(d))  which  are  located  within  such  S tate  and 
which  are  not  engaged  in  business  in  intertate  commerce,  and 

(2)  if  authorized  under  section  372(h),  any  other  clinical  lab- 
oratory (other  than  a  clinical  laboratory  described  in  section 
372(d))  engaged  in  business  in  interstate  commerce  and  located 
or  doing  at  least  10  per  centum  of  its  business  within  the  State. 

(d)  (1)  The  Secretary  shall,  by  regulation  (proposed  within  one 
year  of  the  date  of  the  enactment  of  the  Clinical  Laboratory  Improve- 
ment Act  of  1978),  prescribe  the  manner  in  which  a  State  may  apply 
to  the  Secretary  for  a  determination  that  the  State  has  met  the  re- 
quirements of  subsection  (a),  the  manner  in  which  and  the  standards 
upon  which  the  determination  will  be  made,  the  period  for  which  the 
determination  will  he  effective,  and  the  manner  in  which  the  Secretary 
may  determine  that  such  requirements  are  no  longer  met.  The  Secre- 
tary shall,  at  least  every  two  years,  review  the  clinical  laboratory  reg- 
ulatory activities  of  a  State  with  primary  enforcement  responsibility 
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to  determine  if  the  State  contirmes  to  meet  the  requirements  of  sub- 
section (a). 

(2)  Regulations  under  paragraph  (1)  shall  require  that  hefore  a 
determination  of  the  Secretary  that  a  State  has  not  met  the  require- 
ments of  suh section  (a)  or  no  longer  meets  such  requirements  may  he- 
come  effective,  th£  Secretary  shall  notify  such  State  of  the  determina- 
tion and  the  reasons  therefor,  shall  provide  an  opportumity  for  public 
hearings  on  the  determination,  and,  in  the  case  of  a  determination  that 
such  requirements  are  no  longer  being  met  by  a  State,  shall  prescribe 
the  period  within  which  such  State  must  comply  with  such  require- 
ments to  retain  its  primary  enforcement  responsihility . 

(S)  Regulations  under  paragraph  (1)  shall  be  promulgated  (loith 
such  modifications  as  the  Secretary  deems  appropria^te)  within  ninety 
days  of  the  publication  of  tlie  proposed  regulations  in  the  Federal 
Register.  The  Secretary  shall  promptly  notify  in  meriting  the  chief 
executive  officer  of  each  State  of  the  promulgation  of  regulations  un- 
der paragraph  {!).  Such  notice  shall  contain  a  copy  of  the  regulatwns 
and  shall  specify  a  State'' s  authority  under  this  part  when  it  is  deter- 
mined to  have  primary  enforcement  responsibility  for  clinical 
laboratories. 

(e)  When  an  application  is  submitted  in  accordance  with  the  Secre- 
tary's regulations  under  subsection  (d),  the  Secretary  shall  within 
ninety  days  of  the  date  on  which  such  application  is  submitted  (1) 
make  the  determination  applied  for,  or  {2)  deny  the  applicatuyti  and 
notify  the  applicant  in  writing  of  the  reasons  for  the  denial. 

PROHIBITED  ACTS 

Sec.  375.  (a)  Any  person  who  solicits,  or  accepts,  directly  or  in- 
directly, any  specimen  for  a  lab  oratory  service  by  a  clinical  laboratory 
which  is  required  to  have  in  effect  a  license  issued  by  the  Secretary 
under  section  373  and  which  does  not  have  such  a  license  in  effect  or 
which  is  not  authorized  by  its  license  to  perform  such  service,  shall  be 
fined  not  more  than  $10,000  or  imprisoned  for  not  more  than  one  year, 
or  both. 

(b)  No  clinical  laboratory  which  is  required  to  li-ave  in  effect  a  li- 
cense issued  by  the  Secretary  under  section  373  or  a  license  issued  by  a 
State  with  primary  enforcement  responsibility  for  the  regulation  of 
clinical  laboratories  and  which  does  not  have  such  a  license  in  effect 
may- — 

(i)  receive  a  grant,  contract,  or  other  form  of  financial  as- 
sistance under  this  Act,  or 

{2)  charge  or  collect  for  laboratory  services  for  any  entity 
which  receives  a  grant,  contract,  or  other  form  of  fiTumcial  assist- 
ance under  this  Act. 
The  charges  of  such  a  laboratory/  may  not  be  included  in  determin- 
ing Federal  payments  under  title  XVIII  or  XIX  of  the  Social  Se- 
curity Act. 

ENFORCEMENT 

Sec.  376.  (a)  Whenever  the  Secretary  has  reason  to  believe  that 
continuation  of  any  activity  by  a  clinical  laboratory  required  to  be 
licensed  under  section  373  by  the  Secretary  loould  constitute  a  signifi- 
cant hazard  to  the  public  health,  he  may  bring  suit  in  the  United 


51 


States  district  court  for  the  district  in  which  such  laboratory  is  situ- 
ated to  enjoin  continuation  of  such  activity  and^  upon  proper  showing^ 
a  temporary  injunction  or  restraining  order  against  continuation  of 
such  activity  pending  issuance  of  a  final  order  hy  the  court  shall  he 
granted  without  hond. 

(h)(1)  For  purposes  of  enforcement  of  this  part^  individuals  des- 
ignated as  inspectors  hy  the  Secretary^  upon  presenting  appropriate 
credentials  and  a  written  notice  to  the  person  in  charge  of  the  clinical 
laboratory  to  he  inspected  and  after  clearly  informing  him  of  their 
authority^  are  authorized  to  enter  and  inspect  any  laboratory  in  a  State 
which  is  subject  to  national  standards  in  effect  under  section  371.  A 
separate  notice  shall  he  given  for  each  such  inspection,  hut  a  separate 
notice  shall  'not  he  required  for  each  entry  made  during  the  period  cov- 
ered hy  the  inspection.  Such  an  inspection  (A)  shall  he  made  during 
the  normal  business  hours  of  the  laboratory  being  inspected  and  in  a 
reasonable  manner^  and  (B)  may  extend  only  to  relevant  equipment.^ 
materials^  containers^  records  files papers  (including  financial  data., 
■sales  data^  and  pricing  data)^  processes^  controls.,  facilities^  and  all 
other  things  in  the  laboratory  heamng  on  whether  it  is  being  operated 
-in  compliance  with  such  standards. 

(2)  Upon  completion  of  any  such  inspection  and  prior  to  leaving 
the  premises  inspected^  the  inspector  shall  give  to  the  person  in  charge 
a  preliminary  report  which  summarizes  any  conditons  or  practices  ob- 
served hy  the  inspector  which.,  in  his  judgment.,  indicate  a  violation  of 
national  standards  in  effect  under  section  371.  The  inspector  shall  also 
prepare  a  written  final  report  of  his  findings  and  send  it  to  such  per- 
son within  thirty  days  of  the  completion  of  the  inspection. 

(3)  No  individual  designated  hy  the  Secretary  to  enter  a  laboratory 
and  conduct  an  inspection  pursuant  to  paragraph  (1)  shall  be  required 
to  obtain  a  search  warrant  from  any  judicial  officer  prior  to  entering 
any  laboratory  and  conducting  any  inspection  which  is  authorized  hy 
such  paragraph. 

(4)  For  the  purpose  of  carrying  out  the  revieio  prescribed  hy  sec- 
tion S74-(d)  (1)  (relating  to  primary  enforcement  responsibility) the 
Secretary  may  designate  individuals  to  conduct  inspections  of  clinieal 
laboratories  which  are  not  subject  to  national  standards  in  effect  under 
section  371  to  determine  if  such  laboratories  are  in  compliance  with 
applicable  State  standards.  Each  such  inspection  shall  he  conducted  in 
accordance  with  the  requirements  of  paragraph  (1). 

(c)(1)  No  employer  may  discharge  any  employee  or  otherwise  dis- 
criminate against  any  employee  with  respect  to  the  employee's  com- 
pensation or  the  terms^  conditions.,  or  privileges  of  his  employment  be- 
cause the  employee  (or  any  person  acting  pursuant  to  a  request  of  the 
employee)  — 

(A)  caused  to  be  commenced  a  proceeding  under  section  373 ( c) 
or  375(a)  or  subsection  (a)  of  this  section.,  a  proceeding  hy  a 
State  in  carrying  out  its  primary  enforcement  responsihility,  or 
an  inspection  under  subsection  (a)  orby  such  a  State  in  carrying 
out  such  responsibility  ; 

(B)  testified  or  is  ah  out  to  testify  in  any  such  proceeding ;  or 
(O)  assisted  or  participated  or  is  about  to  assist  or  participate 

in  any  manner  in  such  a  proceeding.,  inspection.,  or  in  any  other  ac- 
tion to  carry  out  the  purposes  of  this  part. 
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(2)  Any  employee  who  believes  that  the  employee  has  heen  dis- 
charged or  otherwise  discriminated  against  hy  any  person  in  violation 
of  paragraph  (!)  may,  within  thirty  days  after  such  alleged  violation 
occurs,  file  {or  have  any  person  fie  on  the  employee'' s  hehalf)  a  com- 
plaint with  the  Secretary  of  Labor  {hereinafter  in  this  subsection  re- 
ferred to  as  the  ''Secretary'^')  alleging  such  discharge  or  discrimination. 
Upon  receipt  of  such  a  complaint,  the  Secretary  shall  notify  the  person 
named  in  the  complaint  of  the  filing  of  the  complaint, 

{3)  Upon  receipt  of  a  complaint  filed  under  paragraph  {2),  the 
Secretary  shall  conduct  an  investigation  of  the  violation  alleged  in  the 
complaint.  Within  thirty  days  of  the  receipt  of  such  complaint,  the 
Secretary  shall  complete  such  investigation  and  shall  notify  in  writing 
the  complainant  {and  any  person  acting  on  behalf  of  the  complainant) 
and  the  person  alleged  to  have  committed  such  violation  of  the  results 
of  the  investigation  conducted  pursuant  to  this  paragraph.  Within 
ninety  days  of  the  receipt  of  such  complaint  the  Secretary  shall,  unless 
the  proceeding  on  the  complaint  is  terminated  by  the  Secretary  on  the 
basis  of  a  settlement  entered  into  by  the  Secretary  and  the  person  al- 
leged to  have  committed  such  violation,  issue  an  order  either  providing 
the  relief  prescribed  by  paragraph  (4)  or  denying  the  complaint.  An 
order  of  the  Secretary  shall  be  made  on  the  record  after  notice  and 
opportunity  for  agency  hearing.  The  Secretary  may  not  enter  into  a 
settlement  terminating  a  proceeding  on  a  complaint  without  the  par- 
ticipation and  consent  of  the  complainant. 

{i)  If  in  response  to  a  complaint  filed  umder  paragraph  {2)  the 
Secretary  determines  that  a  violation  of  paragraph  {1)  has  occurred, 
the  Secretary  shall  order  {A)  the  person  who  committed  such  violation 
to  taJce  affirmative  action  to  abate  the  violation,  {B)  such  person  to  re- 
instate the  complainant  to  the  complainant^ s  former  position  together 
with  the  compensation  {including  back  pay),  terms,  conditions,  and 
privileges  of  the  complainanfs  employment,  and  {C)  the  a/ward  of 
compensatory  damages.  If  such  an  order  is  issued,  the  Secretary,  at 
the  reguest  of  the  complainant,  shall  assess  against  the  person  against 
whom  the  order  is  issued  a  sum  equal  to  the  aggregate  amoumt  of  all 
costs  and  expenses  {including  attorney'' s  fees)  reasonably  incurred,  as 
determined  by  the  Secretary,  by  the  complainant  for,  or  in  connection 
with,  the  bringing  of  the  complaint  upon  which  the  order  was  issued. 

{5)  {A)  Any  person  adversely  affected  or  aggrieved  by  an  order  is- 
sued u/nder  paragraph  (^)  may  obtain  review  of  the  order  in  the 
United  States  court  of  appeals  for  the  circuit  in  which  the  violation, 
with  respect  to  whicli  the  order  was  issued,  allegedly  occurred.  The 
petition  for  review  must  be  fled  within  sixty  days  from  the  issuance  of 
the  Secretary'' s  order.  Review  shall  conform  to  chapter  7  of  title  5  of 
the  United  States  Code. 

{B)  An  orrder  of  the  Secretary,  with  respect  to  which  review  could 
have  been  obtained  under  subparagraph  {A),  shall  nx)t  be  subject  to 
judicial  review  in  any  criminal  or  other  civil  proceeding. 

{6)  Whenever  a  person  has  failed  to  comply  with  an  order  issu£d 
under  paragraph  (4) ,  the  Secretary^  shall  fie  a  civil  action  in  the 
United  States  district  court  for  the  district  in  which  the  violation  was 
fov/nd  to  occur  to  enforce  swch  order.  In  actions  brought  u/nder  this 
paragraph,  the  district  courts  of  the  United  States  shall  have  juris- 
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diction  to  grant  all  appropriate  reliefs  including  injunctive  relief  and. 
compensatory  damages.  Civil  actions  hrought  under  this  paragraph 
shall  he  heard  and  decided  expeditiously. 

(7)  Any  norvdiscretionary  duty  imposed  hy  this  subsection  is  en- 
forceable in  mandamus  proceeding  brought  umder  section  1361  of  title 
^8,  United  States  Code. 

(8)  Paragraph  (1)  shall  not  apply  with  respect  to  any  employee 
who,  acting  without  direction  from  the  employ ee''s  employer  {or  any 
agent  of  the  employer) ,  deliberately  causes  a  violMion  of  any  require- 
ment of  this  part  or  of  a  clinical  laboratory^  regulatory  requirement 
of  a  State  with  primary  enforcement  responsibility, 

AGREEMENTS  AND  ASSISTANCE 

Sec.  377.  (a)  The  Secretary  and  any  State  which  has  prima^ry  en- 
forcement responsibility  for  the  regulation  of  clinical  laboratories 
may  enter  into  agreements  with  qiialified  public  or  nonprofit  private 
entities  which,  as  determined  by  the  Secretary  or  su^h  State,  as  the 
case  may  be,  have  adopted  laboratory  stand^ards  at  least  as  stringent 
as  those  im,  effect  under  section  371  {or  in  the  case  of  agreements  to 
he  entered  into  by  such  a  State,  at  least  as  stringent  as  those  in  effect 
in  such  State  mider  section  37 Ji)  umder  which  agreements  such  entities 
would — • 

{1)  make  such  inspections  as  the  Secretary  or  such  State  may 
require  to  determine  if  clinical  laboratories  are  in  compliance 
with  applicable  standards, 

{2)  administer  {A)  such  proficiency  tests  as  the  Secretary  or 
such  States  may  require  for  cli/nical  laboratories,  or  {B)  such 
examinations  of  laboratory  personnel  as  the  Secretary  or  such 
State  may  require,  or  ^ 

{3)  do  any  combin/ition  of  the  activities  described  in  para- 
graphs {1)  and  {2). 
An  agreement  entered  into  under  this  subsection  with  an  entity  nmy 
provide  for  fina/ncial  assistance  to  the  entity  to  assist  it  in  meeting  its 
costs  of  conducting  the  activities  prescribed  for  it  by  the  agreement. 

{b)  If  the  Secretary  has  entered  into  an  agreement  umder  the  first 
sentence  of  section  186Ji,{a)  of  the  Soci^al  Security  Act  for  the  en- 
forcement of  the  requirements  of  section  1861  of  such  Act  with  respect 
to  clinical  laboratories  by  a  State  which  does  not  have  primary 
enforcement  responsibility  for  the  regulation  of  clinical  laboratories, 
the  Secretary  may  enter  into  an  agreement  under  this  subsection  with 
such  a  Stojte  for  the  enforcement  within  such  State  of  the  require- 
ments of  national  standards  in  effect  u/nder  section  371  with  respect 
to  clinical  laboratories  not  suhject  to  the  requirements  of  such  section 
1861.  An  agreement  entered  into  under  this  subsection  with  a  State 
may  provide  for  financial  assistance  to  the  State  to  assist  it  in  meeting 
its  costs  of  enforcing  the  requirements  of  the  national  standards. 

(c)  {1)  The  Secretary  m/iy  enter  into  agreements  with  States  with 
primary  enforcement  responsibility  under  which  agreements  financial 
assistance  will  be  provided  to  such  States  to  assist  them  in  meeting 
the  cost  of  administering  and  enforcing  their  programs  for  the  regu- 
lation of  clinical  laboratories  which  are  not  covered  under  agreements 
authomzed  by  title  XVIII  of  the  Social  Security  Act. 
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(2)  The  Secretary  may  provide  technical  assistance  to  any  State 
to  assist  it  in  meeting  the  requirements  of  section  37 Jf. 

(d)  For  the  purpose  of  agreements  authorized  hy  subsections  (a), 
(5),  and  (c),  there  are  authorized  to  he  appropriated  $3fi00fi00  for 
the  peal  year  ending  September  SO,  1979,  $3fi00ft00  for  the  peal 
year  ending  September  30,  1980,  and  $3,000,000  for  the  fiscal  year 
ending  September  30, 1981, 

ANNUAL  REPORT 

Sec.  378.  (a)  Not  later  than  the  first  January  1  which  occurs  more 
than  9  months  after  national  standards  first  take  effect  under  section 
371  and  each  succeeding  January  1,  the  Secretary  shall  rrmhe  a  report 
to  the  Congress  (1)  respecting  the  accuracy  and  reliability  of  services 
performed  by  clinical  laboratories  during  the  preceding  fiscal  year, 
and  {2)  evaluating  the  effect  of  the  costs  of  clinical  laboratory  serv- 
ices on  the  overall  cost  of  health  care  services  and  the  relation  of  the 
costs  of  such  tests  and  procedures  to  the  costs  of  the  health  care  serv- 
ices for  lohich  the  services  are  conducted. 

*  *  *  *  *  *  * 


Social  Security  Act 

TITLE  XI— GENERAL  PROVISIONS  AND  PROFESSIONAL 
STANDARDS  REVIEW 

*  *  *  *  *  *  ^ 

Part  A — General  Provisions 

*  *  *  *  *       .     *  # 

DISCLOSURE  OF  OWNERSHIP  AND  RELATED  INFORMATION 

Sec.  1124.  (a)(1)  The  Secretary  shall  by  regulation  or  by  contract 
provision  provide  that  each  disclosing  entity  (as  defined  in  paragraph 
(2))  shall— 

(A)  as  a  condition  of  the  disclosing  entity's  participation  in,  or 
certification  or  recertification  under,  any  of  the  programs  estab- 
lished by  titles  V,  XVIII,  XIX,  and  XX,  or 

(B)  as  a  condition  for  the  approval  or  lenewal  of  a  contract 
or  agreement  between  the  disclosing  entity  and  the  Secretary  or 
the  appropriate  State  agency  under  any  of  the  programs  estab- 
lished under  titles  V,  XVIII,  XIX,  and  XX, 

supply  the  Secretary  or  the  appropriate  State  agency  with  fuU  and 
complete  information  as  to  the  identity  of  each  person  with  an  owner- 
ship or  control  interest  (as  defiined  in  paragraph  (3))  in  the  entity  or 
in  any  subcontractor  (as  defined  by  the  Secretary  in  regulations)  in 
which  the  entity  directly  or  indirectly  has  a  5  per  centum  or  more 
ownership  interest,  and  in  the  case  of  a  disclosing  entity  which  is  an 
independent  clinical  laboratory,  permit  the  Secretary  #e  examine  reeorde 
te  determine  whetJier  et  physician  hm  hilled  etny  individual,  hm  hilled  m 
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provided  under  motion  18J^2Q))  (8)  (B)  (ii),  ^  hm  hilled  €b  State  plan  fe^ 
medical  amietance  approved  under  iiMe  jm-  dm§nesiw  laboratory 

services  perjormed  such  laboratory  mhd  the  mmuni  charged  fm^  such 
services  furnish  such  information  and  access  to  its  records  as  the 
Secretary  may  require  to  determine  whether  and  in  what  amounts 
the  laboratory  has  charged  a  physician  for  laboratory  services  per- 
formed by  the  laboratory. 

PERCENTAGE  ARRANGEMENTS  OF  HOSPITAL-BASED  PHYSICIANS 

Sec,  1127.  (a)  Notwithstanding  any  other  provision  of  this  Act, 
if  a  physician  (or  physicians)  performs  a  professional  service  in  a 
hospital  and  the  hospitaFs  payment  to  the  physician  (or  phy- 
sicians) for  the  service  is  based  on  a  percentage  of  the  hospitaFs 
charges  (or  of  hospital  amounts  otherwise  calculated)  for  the 
service,  no  part  of  such  payment  shall  be  considered  reasonable 
for  the  purpose  of  reimbursement  under  title  V,  XVIII,  or  XIX,  to 
the  extent  that  the  part  exceeds  the  sum  of — 

(1)  the  compensation  which  would  reasonably  have  been 
paid  by  the  hospital  to  the  physician  (or  physicians)  perform- 
ing the  service  (taking  into  consideration  the  local  and  indi- 
vidual circumstances  under  which  the  services  are  provided 
in  that  hospital)  and  additional  costs  that  would  have  been 
incurred  by  the  hospital,  if  the  service  had  been  performed  by 
the  physician  (or  physicians)  in  an  employment  relationship 
with  the  hospital,  and 

(2)  the  cost  of  such  other  reasonable  expenses  (including 
a  reasonable  allowance  for  traveltime  and  other  reasonable 
types  of  expense  related  to  differences  in  acceptable  methods 
of  organizing  the  provision  of  the  service)  incurred  by  the 
physician  (or  physicians)  in  performing  the  service,  as  the 
Secretary  determines  to  be  appropriate. 

(b)  Notwithstanding  any  other  provision  of  this  Act,  if  a  phy- 
sician (or  physicians)  furnishes  professional  services  in  a  hospital 
to  patients  of  the  hospital  and  if  these  services  are  furnished  in 
the  hospital  under  a  rental  or  lease  arrangement  under  which  ar- 
rane^ement  the  hospital  is  paid  an  amount  that  is  based  (directly 
01^  indirectly)  on  a  percentage,  fraction,  or  proportion  of  the 
charges  made  for  the  services  furnished,  the  amount  that  shall 
be  treated  as  a  reduction  from  the  hospitaFs  costs  otherwise  allow- 
able under  titles  V,  XVIII,  and  XIX,  with  respect  to  its  receipt  of 
payments  under  the  arrangement,  shall  be  the  greater  of— 

(1)  the  amount  paid  to  the  hospital  under  the  arrangement 
with  respect  to  the  services  furnished,  or 

(2)  the  amount  by  which  (A)  the  charges  made  by  the  phy- 
sician (or  physicians)  for  the  furnishing  of  the  services,  ex- 
ceeds (B)  the  amount  of  the  costs  which  would  have  been  in- 
curred for  the  furnishing  of  the  services  if  they  were  fur- 
nished directly  by  the  hospital  through  individuals  who  were 
all  employed  on  a  reasonable  compensation  basis  by  the  hospi- 
tal, rather  than  under  such  arrangement. 
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PROCEDURES  FOR  DETERMINING  REASONABLE  COST  AND  CHARGES  FOR 
LABORATORY  SERVICES 

S^c.  11S2.  in  dctcrmimnp  the  amount     em^  payment  f&p  «  olimcal 

tivVOTwlVf       (iVf  VtVV   [VlttVt   VTutuTD  (SUjVIV  W  fSVf  VtVV  WtVtVtV  TtS  JJ f  OV ttlVtV  TTw  tt  VttfttOtiV 

laboratory  which  is  located  m  €b  Jioepital  €bnd  which  provides  service  pr%- 

ffttiitttf   tiV  VU  /  V I  iVVv  VU  ru  iV  VliV  liVO  J  vUIii/VolVViV^  w       11 VV  iVUu  jJvlWv  TTT  iJtrtVr  tftfJttttVftV 

^  mitpatient  services)  jurnished  mdcf*  iitle  X  V III,  under  «  program 

VtjifJtUltUitVtlJ  jJ  iXfi      XJUWIvh  V\7  JjuvuU    f  j  \7i     U/i  VU/VI    TV  kj  lUJlKy  UUXJUlV  jV'    fftVtZtVfJJV  ttutStutttftVV 

approved  under  tiMe  XIX,  ne  fcimhursement  wiU  he  mmlable  mvy 

t)tV  ffiV  tlV  \TT  VTVU  VUOb  TTi    KTrUU/ryU  j  \Ji    oTvvTT  oT77(7TT7T7  TJ\j  VTVU  VtAyvViVV  litUJV  (S  ItVrV  VVV  fttVfVV 

w — 

■(4^  €b  commission  -^her  them  a  commission  paid  ie  mt  employee 
^  €b  clinical  laboratory  in  the  course  of  its  umtal  and  customary 
business)  ^  finder' s  fee^  w 

/  ^\     r%  /v^     ^  ^w-i  /\(\  tqn  4    rf\fir\  t/y_r\f,/\   ~f  ri'Y*   rS.'Ki  0  I  T  H        r  1  'fl  t    '  ^  ^   /r\/^>vt4    r\M    y  ^-/n  /nn  4/\  i   4t\  /i/vi  yt  r\-t\ 

tO'V  ii/ftuttftt  jjwytjuuvv  jvr  tvivy  jtx^vwtiy  \vt  jjwft  ttr  ttci  tutiy  tftvf  vOJ + 

under  emy  rental  ^  lease  o^mMgement,  where  sueh  amount  -(rA^  is 
unrelated  disproportionate  te  the  marleet  value  of  the  facility  {^r 
paH  thereof}^  ^  ^B}  is^  directly  er  indirectly,  determined,  wholly  ^ 
in  paHj  m  eb  per  centum,  fraction,  er  portion  ef  the  charge  er  eest 
€Mributcd  te  the  laboratory  service. 


TITLE  XYIII— HE ALTH INSUEANCE  FOE  THE  AGED  A:N^D 

DISABLED 


Part  A — ^Hospital  Insurance  Benefits  for  the  Aged  and  Disabled 
Description  of  Program 


CONDITIONS  OF  AND  LIMITATIONS  ON  PAYMENT  FOR  SERVICES 

Eequirement  of  Eequests  and  Certifioations 

Sec.  1814.  (a)  Except  as  provided  in  subsections  (d)  and  (g)  and 
in  section  1876,  payment  for  services  fumislied  an  individual  may  be 
made  only  to  providers  of  services  which  are  eligible  therefor  under 
section  1866  and  only  if — 

(1)  written  request,  signed  by  such  individual,  except  in  cases 
in  which  the  Secretary  finds  it  impracticable  for  the  individual 
to  do  so,  is  filed  for  such  payment  in  such  form,  in  such  manner, 
and  by  such  person  or  persons  as  the  Secretary  may  by  regulation 
prescribe,  no  later  than  the  close  of  the  period  of  3  calendar  years 
following  the  year  in  which  such  services  are  furnished  (deem- 
ing any  services  furnished  in  the  last  3  calendar  months  of  any 
calendar  year  to  have  been  furnished  in  the  succeeding  calendar 
year)  except  that  where  the  Secretary  deems  that  efficient  admin- 
istration so  requires,  such  period  may  be  reduced  to  not  less  than 
1  calendar  year ; 
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(2)  physician  certifies  (and  recertifies,  where  such  services 
are  furnished  over  a  period  of  time,  in  such  cases,  with  such  fre- 
quency, and  accompanied  by  such  supporting  material,  appro- 
priate to  the  case  involved,  as  may  be  provided  by  regulations, 
except  that  the  first  of  such  recertifications  shall  be  required  in 
each  case  of  inpatient  hospital  services  not  later  than  the  20th 
day  of  such  period)  that — 

(A)  in  the  case  of  inpatient  psychiatric  hospital  services,, 
such  services  are  or  were  required  to  be  given  on  an  inpatient 
basis,  by  or  under  the  supervision  of  a  physician,  for  the 
psychiatric  treatment  of  an  individual;  and  (i)  such  trea;t- 
ment  can  or  could  reasonably  be  expected  to  improve  the 
condition  for  which  such  treatment  is  or  was  necessary  or 
(ii)  inpatient  diagnostic  study  is  or  was  medically  required 
and  such  services  are  or  were  necessary  for  such  purposes ; 

(B)  in  the  case  of  inpatient  tuberculosis  hospital  services,, 
such  services  are  or  were  required  to  be  given  on  an  inpatient 
basis,  by  or  under  the  supervision  of  a  physician,  for  the  treat- 
ment of  an  individual  for  tuberculosis;  and  such  treatment 
can  or  could  reasonably  bo  expected  to  (i)  improve  the  con- 
dition for  which  such  treatment  is  or  was  necessary  or  (ii) 
render  the  condition  noncommunicable ; 

(C)  in  the  case  of  post-hospital  extended  care  services, 
such  services  are  or  were  required  to  be  given  because  the 
individual  needs  or  needed  on  a  daily  basis  skilled  nursing 
care  (provided  directly  by  or  requiring  the  supervision  of 
skilled  nursing  personnel)  or  other  skilled  rehabilitation 
services,  which  as  a  practical  matter  can  only  be  provided  in 
a  skilled  nursing  facility  on  an  inpatient  basis,  for  any  of 
the  conditions  with  respect  to  which  he  was  receiving  in- 
patient hospital  services  (or  services  which  would  constitute 
inpatient  hospital  services  if  the  institution  met  the  require- 
ments of  paragraphs  (6)  and  [9 J  {10)  of  section  1861 
(e) )  prior  to  transfer  to  the  skilled  nursing  facility  or  for 
a  condition  requiring  such  extended  care  services  which  arose 
after  such  transfer  and  while  he  was  still  in  the  facility  for 
treatment  of  the  condition  or  conditions  for  which  he  was 
receiving  such  inpatient  hospital  services ; 

(D)  in  the  case  of  post-hospital  home  health  services,  such 
services  are  or  were  required  because  the  individual  is  or  was 
confined  to  his  home  (except  when  receiving  items  and  serv- 
ices referred  to  in  section  1861  (m)  (7))  and  needed  skilled 
nursing  care  on  an  intermittent  basis,  or  physical  or  speech 
therapy,  for  any  of  the  conditions  with  respect  to  which  he 
was  receiving  inpatient  hospital  services  (or  services  which 
would  constitute  inpatient  hospital  services  if  the  institution 
met  the  requirements  of  paragraphs  (6)  and  f93  {10)  of 
section  1861(e))  or  post-hospital  extended  care  services;  a 
plan  for  furnishing  such  services  to  such  individual  has  been 
established  and  is  periodically  reviewed  by  a  physician ;  and 
such  services  are  or  were  furnished  while  the  individual  was 
under  the  care  of  a  physician ;  or 
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(E)  in  the  case  of  inpatient  hospital  services  in  connec- 
tion with  the  care,  treatment,  filling,  removal,  or  replacement 
of  teeth  or  structures  directly  supporting  teeth,  the  indi- 
vidual, because  of  his  underlying  medical  condition  and  clini- 
cal status,  requires  hospitalization  in  connection  with  the 
provision  of  such  dental  services ; 

❖  ❖  ❖  *  * 

SCOPE  OF  BENETTTS 

Sec.  1832.  (a)  The  benefits  provided  to  an  individual  by  the  insur- 
ance program  established  by  this  part  shall  consist  of — 

(1)  entitlement  to  have  payment  made  to  him  or  on  his  behalf 
(subject  to  the  provisions  of  this  part)  for  medical  and  other 
health  services,  except  those  described  in  subparagraphs  (B)  and 
(D)  of  paragraph  (2)  ;  and 

(2)  entitlement  to  have  payment  made  on  his  behalf  (subject  to 
the  provisions  of  this  part)  for — 

(C)  outpatient  physical  therapy  services,  other  than  serv- 
ices to  which  the  (next  to  last)  second  sentence  of  section 
1861  (p)  applies ;  and 

( D )  rural  health  clinic  services. 

(b)  For  definitions  of  "spell  of  illness",  "medical  and  other  health 
services",  and  other  terms  used  in  this  part,  see  section  1861. 

PAYIVIENT  OF  BEN^JFITS 

Sec.  1833.  (a)  Except  as  provided  in  section  1876,  and  subject  to 
the  succeeding  provisions  of  this  section,  there  shall  be  paid  from  the 
Federal  Supplementary  Medical  Insurance  Trust  Fund,  in  the  case  of 
each  individual  who  is  covered  under  the  insurance  program  estab- 
lished by  this  part  and  incurs  expenses  for  services  with  respect  to 
which  benefits  are  payable  under  this  part,  amounts  equal  to — 

(1)  in  the  case  of  services  described  in  section  1832(a)  (1) — • 
80  percent  of  the  reasonable  charges  for  the  services ;  except  that 
(A)  an  organization  which  provides  medical  and  other  health 
services  (or  arranges  for  their  availability)  on  a  prepayment 
basis  may  elect  to  be  paid  80  percent  of  the  reasonable  cost  of 
services  for  which  payment  may  be  made  under  this  part  on 
behalf  of  individuals  enrolled  in  such  organization  in  lieu  of  80 
percent  of  the  reasonable  charges  for  such  services  if  the  orga- 
nization undertakes  to  charge  such  individuals  no  more  than  20 
percent  of  such  reasonable  cost  plus  any  amounts  payable  by  them 
as  a  result  of  subsection  (b),  (B)  with  respect  to  expenses  in- 
curred for  radiological  or  pathological  services  for  which  pay- 
ment may  be  made  under  this  part,  furnished  to  an  inpatient  of 
a  hospital  by  a  physician  in  the  field  of  radiology  or  pathology, 
the  amounts  paid  shall  be  equal  to  100  percent  of  the  reasonable 
charges  for  such  services,  (C)  with  respect  to  expenses  incurred 
for  those  physicians'  services  for  which  payment  may  be  made  un- 
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der  this  part  that  are  described  in  section  1862 (a)  (1) ,  the  amounts 
paid  shall  be  subject  to  such  limitations  as  may  be  prescribed  by 
regulations,  and  (D)  with  respect  to  diagnostic  tests  performed 
in  a  laboratory  for  which  payment  is  made  under  this  part  to  the 
laboratory,  the  amoimts  paid  shall  be  equal  to  100  percent  of  the 
negotiated  rate  for  such  tests  (as  determined  pursuant  to  subsec- 
tion ((g))  (ii)  of  this  section) , 

(2)  in  the  case  of  services  described  in  section  1832  (a)  (2)  (ex- 
cept those  ser^dces  described  in  subparagraph  (D)  of  section 
1832(a)  (2)) — with  respect  to  home  health  services,  100  percent, 
and  with  respect  to  other  services,  80  percent  of — 

(A)  the  lesser  of  (i)  the  reasonable  cost  of  such  services,  as 
determined  under  section  1861  (v),  or  (ii)  the  customary 
charges  with  respect  to  such  services ;  or 

(B)  if  such  services  are  furnished  by  a  public  provider  of 
services  free  of  charge  or  at  nominal  charges  to  the  public, 
the  amount  determined  in  accordance  with  section 
1814(b)(2)  ;  or  ^ 

(C)  if  such  services  are  services  to  which  the  (next  to  last) 
second  sentence  of  section  1861  (p)  applies,  the  reasonable 
charges  for  such  services ;  and 

^  H<  H«  sfs  si! 

(g)  In  the  case  of  services  described  in  the  (next  to  last)  second 
sentence  of  section  1861  (p).  with  respect  to  expenses  incurred  in  any 
calendar  year,  no  more  than  SlOO  shall  be  considered  as  incurred  ex- 
penses for  purposes  of  subsections  (a)  and  (b). 

( (g) )  (h)  With  respect  to  diagnostic  tests  performed  in  a  laboratory 
for  which  payment  is  made  imder  this  part  to  the  laboratory,  the  Secre- 
tary is  authorized  to  establish  a  payment  rate  which  is  acceptable  to 
the  laboratory  and  which  would  be  considered  the  full  charge  for  such 
tests.  Such  negotiated  rate  shall  be  limited  to  an  amount  not  in  excess 
of  the  total  payment  that  would  have  been  made  for  the  services  in  the 
absence  of  such  a  rate. 

*  *  4:  *  *  *  * 

EKROLLMENT  PERIODS 

Sec.  1837.  (a)  *  *  * 

*  *  *  *  *  ♦  * 

(g)  All  of  the  pro^-isions  of  this  section  shall  apply  to  individuals 
satisfying  subsection  (f ) .  except  that — 

(1)  in  the  case  of  an  individual  who  satisfies  subsection  (f) 
by  reason  of  entitlement  to  disability  insurance  benefits  described 
in  section  (226(a)  (2)  (B))  226(b),  his  initial  enroUm.ent  period 
shall  begin  on  the  fii'st  day  of  the  later  of  (A)  April  1973  or  (B) 
the  third  month  before  the  25th  consecutive  month  of  such  entitle- 
ment, and  shall  reoccur  with  each  continuous  period  of  eligibility 
(as  defined  in  section  (1839(e))  1839(f))  and  upon  attainment  of 
age  65 ; 

^  ^  ^  ^  ^  ^  ^ 
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Part  B — Supplementary  Medical  Insurance  Benefits  for  the: 

Aged  and  Disabled 


USE  OF  CARRIERS  FOR  ADMINISTRATION  OF  BENEFITS 


Sec.  1842.  (a) 


*  *  * 


en  Mb€b^  ^  €b  phyoioian- 


4fb)-  -if  €b  phymcian^s       ^  requC'Si^ 
included  €b  eket^e  ie  €b  patient  fe^ 
^hefFfe  shall  he  deie^mined  m  follows: 

■(4}  -ff  the  hiU  ^  'Feq'iMei  payment  indicates  ikett  the  physician 
whe  submitted  sueh  hUl     for  whom  the  'request       pebyment  wm 

Sewi/Ces  e^  thebt  another  physician  wi4h  wkem  thM  physician  shares 
his  pmctioc  personally  pcrjo^mted  ^  supe^dised  sueh  services,  the 
poryment  shaM  he  the  f^asonahle  ehafr§efm'  sueh  sewiees-: 

•(^  -ij-  the  hiM  ^  i^equcst  fm^  payment  indicates  th&t  sueh  semieee- 
were  perf  ormed  hy  a  lethm^ettm^  identifies  sneh  lahemtory,  and  indi- 
eojtes  the  amownt-  the  lahorat&ry  hiMed  the  physician  whe  suhm^iMed 
sneh  hiM  er  fer  whom  the  request  fer  payment  wa^s  made,  payment 

(    A\    iil-^  oarirf  nO'rrx  ft  t\l  {l  ^iJX£lJ^£t£L  T  Cl'^i         I  f*r\     ^  -oz-vi/i*^         n    t\r\  I    rkr\  i  f  n  h  /-\/vii/^  r  . 

er 

the  ebmrntnt  S0  hiUed  hy  the  laboratory  plus  eb  nemin€blfee 
te  emer  the  physiciai^  e^st  in  eeUeetiny  and  hetndlin^  the  sample 
on  which  sueh  services  were  "Berformedr: 
■(4}  df  the  hiM  ^  request  fer  payment  -{A}  dees  net  indicate  whe 
perfermed  sueh  services-  er  -{fi}  i/ndiea^es  tha^  sueh  sermees  were  per- 
fermred  hy  a  laboratory  hut  dees  net  identify  the  laberebtery  er  include 
the  amount  ehofrged  hy  the  laboratory^  paymeiU  shaM  he  the  lowest 
eha/rye  at  wh/ieh  the  earner  estinbettes  sueh  services  could  ha^e  heen 
secured  hy  a  physician  frem  a  laboratory  in  the  applicable  lecality. 
(h)  If  a  physician's  Mil  or  request  for  payment  for  a  physician's 
services  includes  a  charge  to  a  patient  for  a  laboratory  test  for 
which  payment  may  be  made  under  this  partj  the  amomnt  payable 
with  reSipect  to  the  test  shall  be  determined  as  follows : 

(1)  If  the  bill  or  request  for  payment  indicates  that  the 
physician  who  submitted  the  bill  or  for  whose  services  the 
request  for  payment  was  made  personally  performed  or  super- 
vised the  performance  of  the  test  or  that  another  physician 
with  whom  that  physician  shares  his  practice  personally  per- 
formed or  supervised  the  test,  the  payment  shall  be  the  rea- 
sonable charge  for  the  test  (less  the  applicable  deductible 
and  coinsurance  amounts). 

(2)  If  the  bill  or  request  for  payment  indicates  that  the 
test  was  performed  by  a  laboratory,  identifies  the  laboratory, 
and  indicates  the  amount  the  laboratory  charged  the  phy- 
sician who  submitted  the  bill  or  for  whose  services  the  request 
for  payment  was  made,  payment  for  the  test  shall  be  the  lower 
of— 
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(A)  the  laboratory's  reasonable  charge  to  individuals 
enrolled  under  this  part  for  the  test,  or 

(B)  the  amount  the  laboratory  charged  the  physician 
for  the  test, 

plus  a  nominal  fee  (where  the  physician  bills  for  such  a  serv- 
ice) to  cover  the  physician's  costs  in  collecting  and  handling 
the  sample  on  which  the  test  was  performed  (less  the  ap- 
plicable deductible  and  coinsurance  amounts). 

(3)  If  the  bill  or  request  for  payment  (A)  does  not  indicate 
who  performed  the  test,  or  (B)  indicates  that  the  test  was 
performed  by  a  laboratory  but  does  not  identify  the  laboratory 
or  include  the  amount  charged  by  the  laboratory,  payment 
shall  be  the  lowest  charge  at  v/hich  the  carrier  estimates  the 
test  could  have  been  secured  by  a  physician  from  a  laboratory 
serving  the  locality  (less  the  applicable  deductible  and  coin- 
surance amounts). 

»  *  *  *  «  «  41 

PaET  C  iVIlSCELLANEOUS  PROVISIONS 

DEFINITION  OF  SERVICES,  INSTITUTIONS,  ETC. 

Sec.  1861.  For  purposes  of  this  title — 

Spell  of  Illness 

(a)  *    *  * 

^  ^  H<  Hi  H<  ^ 

Hospital 

(e)  The  term  "hospital"  (except  for  purposes  of  sections  1814(d), 

1814(f)  and  1835(b),  subsection  (a)(2)  of  this  section,  paragraph 

(7)  of  this  subsection,  and  subsections  (i)  and  (n)  of  this  section) 

"means  an  institution  which — 
^-j^^  *  *  * 

*  ^  *  Hi  ^  ^  ^ 

(8)  has  in  effect  an  overall  plan  and  budget  that  meets  the  re- 
quirements of  subsection  (z)  :  [and] 

(9)  meets  applimble  Federal  or  State  licensing  requirements  under 
'part  H  of  title  III  of  the  Public  Health  Service  Act  with  respect  to 
any  laboratory  -(^  defined  in  subsection  (a)  (1}  ef  mMh  pm4  S  ^ 

-Hi)-  which  is  a  part  of  the  institution;  and 
[93  (10)  meets  such  other  requirements  as  the  Secretary  finds 
necessary  in  the  interest  of  the  health  and  safety  of  the  indi- 
viduals are  furnished  services  in  the  institution. 
For  purposes  of  subsection  (a)  (2),  such  term  includes  any  institution 
which  meets  the  requirements  of  paragraph  (1)  of  this  subsection.  For 
purposes  of  sections  1814(d)  and  1835(b)  (including  determination 
of  whether  an  individual  received  inpatient  hospital  services  or  diag- 
nostic services  for  purposes  of  such  sections),  section  1814(f)  (2).  and 
subsections  (i)  and  (n)  of  this  section,  such  term  includes  any  institu- 
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tion  which  (i)  meets  the  requirements  of  paragraphs  (5)  and  (7)  of 
this  subsection,  (ii)  is  not  primarily  engaged  in  providing  the  services 
described  in  section  1861  (j)  (1)  (A)  and  (iii)  is  primarily  engaged  in 
providing,  by  or  under  the  supervision  of  individuals  referred  to  in 
paragraph  (1)  of  section  1861  (r)  to  inpatients  diagnostic  services  and 
therapeutic  services  for  medical  diagnosis,  treatment,  and  care  of 
injured,  disabled,  or  sick  persons,  or  rehabilitation  services  for  the  re- 
habilitation of  injured,  disabled,  or  sick  persons.  For  purposes  of  sec- 
tion 1814(f)  (1),  such  term,  includes  an  institution  which  (i)  is  a  hos- 
pital for  purposes  of  sections  1814(d),  1814(f)  (2),  and  1835(b)  and 
(ii)  is  accredited  by  the  Joint  Commission  on  Accreditation  of  Hospi- 
tals, or  is  accredited  by  or  approved  by  a  program  of  the  country  in 
which  such  institution  is  located  if  the  Secretary  finds  the  accredita- 
tion or  comparable  approval  standards  of  such  program  be  essen- 
tially equivalent  to  those  of  the  Joint  Commission  on  Accreditation 
of  Hospitals.  Notwithstanding  the  preceding  provisions  of  this  sub- 
section, such  term  shall  not,  except  for  purposes  of  subsection  (a)  (2), 
include  any  institution  which  is  primarily  for  the  care  and  treatment 
of  mental  diseases  or  tuberculosis  unless  it  is  a  tuberculosis  hospital 
(as  defined  in  subsection  (g) )  or  unless  it  is  a  psychiatric  hospital  (as 
defined  in  subsection  (f) ).  The  term  "hospital"  also  includes  a  Chris- 
tian Science  sanatorium  operated,  or  listed  and  certified,  by  the  First 
Church  of  Christ,  Scientist,  Boston,  Massachusetts,  but  only  with 
respect  to  items  and  services  ordinarily  furnished  by  such  institution 
to  inpatients,  and  payment  may  be  made  with  respect  to  services 
provided  by  or  in  such  an  institution  only  to  such  extent  and  under 
such  conditions,  limitations,  and  requirements  (in  addition  to  or  in 
lieu  of  the  conditions,  limitations,  and  requirements  otherwise  applica- 
ble) as  may  be  provided  in  regulations.  For  provisions  deeming  cer- 
tain requirements  of  this  subsection  to  be  met  in  the  case  of  accredited 
institutions,  see  section  1865. 

Psychiatric  Hospital 

(f)  The  term  "psychiatric  hospital"  means  an  institution  which — 

(1)  is  primarily  engaged  in  providing,  by  or  under  the  super- 
vision of  a  physician,  psychiatric  services  for  the  diagnosis  and 
treatment  of  mentally/  ill  persons ; 

(2)  satisfies  the  requirements  of  paragraphs  (3)  through  1^9] 
{10)  of  subsection  (e)  ; 

(3)  maintains  clinical  records  on  all  patients  and  maintains 
such  records  as  the  Secretary  finds  to  be  necessary  to  determine  the 
degree  and  intensity  of  the  treatment  provided  to  individuals  en- 
titled to  hospital  insurance  benefits  under  part  A ; 

(4)  meets  such  stafiing  requirements  as  the  Secretary  finds  nec- 
essary for  the  institution  to  carry  out  an  active  program  of  treat- 
ment for  individuals  who  are  furnished  services  in  the  institu- 
tion; and 

( 5 )  is  accredited  by  the  Joint  Commission  on  Accreditation  of 
Hospitals. 

In  the  case  of  an  institution  which  satisfies  paragraphs  (1)  and  (2) 
of  the  proceeding  sentence  and  which  contains  a  distinct  part  which 
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also  satisfies  paragraphs  (3)  and  (4)  of  such  sentence,  such  distinct 
part  shall  be  considered  to  be  a  "psychiatric  hospital"  if  the  institution 
is  accredited  by  the  Joint  Commission  on  Accreditation  of  Hospitals  or 
if  such  distinct  part  meets  requirements  equivalent  to  such  accredita- 
tion requirements  as  determined  by  the  Secretary. 

Tuberculosis  Hospital 

(g)  The  term  "tuberculosis  hospital"  means  an  institution  which — 

(1)  is  primarily  engaged  in  providing,  by  or  imder  the  super- 
vision of  a  physician,  medical  services  for  the  diagnosis  and 
treatment  of  tuberculosis ; 

(2)  satisfies  the  requirements  of  paragraphs  (3)  through  [9] 
{10)  of  subsection  (e)  ; 

(3)  maintains  clinical  records  on  all  patients  and  maintains 
such  records  as  the  Secretary  finds  to  be  necessary  to  determine  the 
degree  and  intensity  of  the  treatment  provided  to  individuals  cov- 
ered by  the  insurance  program  established  by  part  A ; 

(4)  meets  such  staffing  requirements  as  the  Secretary  finds 
necessary  for  the  institution  to  carry  out  an  active  program  of 
treatment  for  individuals  who  are  furnished  services  in  the  insti- 
tution; and 

(5)  is  accredited  by  the  Joint  Commission  on  Accreditation  of 
Hospitals. 

In  the  case  of  an  institution  which  satisfies  paragraphs  (1)  and  (2)  of 
the  preceding  sentence  and  which  contains  a  distinct  part  which  also 
satisfies  paragraphs  (3)  and  (4)  of  such  sentence,  such  distinct  part 
shall  be  considered  to  be  a  "tuberculosis  hospital"  if  the  institution  is 
accredited  by  the  Joint  Commission  on  Accreditation  of  Hospitals  or 
if  such  distinct  part  meets  requirements  equivalent  to  such  accredita- 
tion requirements  as  determined  by  the  Secretary. 

^  Hi  ^  ^  ^  ^ 

Skilled  Nursing  Facility 

(j)  The  term  "skilled  nursing  facility"  means  (except  for  purposes 
of  subsection  (a)  (2) )  an  institution  (or  a  distinct  part  of  an  institu- 
tion) which  has  in  effect  a  transfer  agreement  (meeting  the  require- 
ments in  subsection  (1))  with  one  or  more  hospitals  having  agree- 
ments in  effect  under  section  1866  and  which — 
^-j^^  *  *  * 

Hs  H!  *  *  ❖  Hj  * 

(15)  meets  such  other  conditions  relating  to  the  health  and 
safety  of  individuals  who  are  furnished  ser^dces  in  such  institu- 
tion or  relating  to  the  physical  facilities  thereof  {including  ap- 
plicable Federal  or  State  licensing  requirements  under  part  H 
of  title  III  of  the  Public  Health  Service  Act  with  respect  to  any 
lahoratory  which  is  a  part  of  the  institution)  as  the  Secretary  may 
find  necessary  (subject  to  the  second  sentence  of  section  1863), 
except  that  the  Secretary  shall  not  require  as  a  condition  of  par- 
ticipation that  medical  social  services  be  furnished  in  any  such 
institution.  Notwithstanding  any  other  provision  of  law,  all  in- 
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formation  concerning  skilled  nursing  facilities  required  by  this 
subsection  to  be  filed  with  the  Secretary  shall  be  made  available 
to  Federal  or  State  employees  for  purposes  consistent  with  the 
effective  administration  of  programs  established  under  titles 
XVIII  andXIX  of  this  of  this  Act ; 

^  ^  ^ 

Medical  and  Other  Health  Services 

(s)  The  term  "medical  and  other  health  services"  means  any  of  the 
.following  items  or  services : 

(1)  physicians'  services; 

(2)  (A)  services  and  supplies  (including  drugs  and  biologicals 
which  cannot,  as  determined  in  accordance  with  regulations,  be 
self -administered)  furnished  as  an  incident  to  a  physician's  pro- 
fessional service,  of  kinds  which  are  commonly  furnished  in 
physicians'  offices  and  are  commonly  either  rendered  without 
charge  or  included  in  the  physicians'  bills ; 

(B)  hospital  services  (including  drugs  and  biologicals  which 
cannot,  as  determined  in  accordance  with  regulations,  be  self- 
administered)  incident  to  physicians'  services  rendered  to  out- 
patients; 

(C)  diagnostic  seiTices  which  are — 

(i)  furnished  to  an  individual  as  an  outpatient  by  a  hos- 
pital or  by  others  under  arangements  with  them  made  by  a 
hospital,  and 

(ii)  ordinarily  furnished  by  such  hospital  (or  by  others 
under  such  arrangements)  to  its  outpatients  for  the  purpose 
of  diagnostic  study ; 

(D)  outpatient  physical  therapy  services ;  and 

(3)  diagnostic  X-ray  tests  (including  tests  ujider  the  supervi- 

(E )  rural  health  clinic  serAdces ; 

sion  of  a  physician,  furnished  in  a  place  of  residence  used  as 
the  patient's  home,  if  the  performance  of  such  tests  meets  such 
conditions  relating  to  health  and  safety  as  the  Secretary  may  find 
necessary) ,  diagnostic  laboratory  tests,  and  other  diagnostic  tests; 

(4)  X-ray,  radium,  and  radioactive  isotope  therapy,  including 
materials  and  services  of  technicians ; 

(5)  surgical  dressings,  and  splints,  casts,  and  other  devices  used 
for  a  reduction  of  fractures  and  disclocations ; 

(6)  durable  medical  equipment,  including  iron  lungs,  oxygen 
tents,  hospital  beds,  and  wheelchairs  (which  m_ay  include  a  power- 
operated  vehicle  that  may  be  appropriately  used  as  a  wheelchair, 
but  only  where  the  use  of  such  a  vehicle  is  determined  to  be  nec- 
essary on  the  basis  of  the  individual's  medical  and  physical  condi- 
dition  and  the  vehicle  meets  such  safety  requirements  as  the  Sec- 
retary may  prescribe)  used  in  the  patient's  home  (including  an 
institution  used  as  his  home  other  than  an  institution  that  meets 
the  requirements  of  subsection  (e)  (1)  or  (j)  (1)  of  this  section), 
whether  furnished  on  a  rental  basis  or  purchased ; 

(7)  ambulance  servdce  where  the  use  of  other  methods  of  trans- 
portation is  contraindicated  by  the  individual's  condition,  but 
only  to  the  extent  provided  in  regulations ; 
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(8)  prosthetic  devices  (other  than  dental)  which  replace  all 
or  part  of  an  internal  body  organ  (including  colostomy  bags  and 
supplies  directly  related  to  colostomy  care)  including  replace- 
ment of  such  devices ;  and 

(9)  leg,  arm,  back,  and  neck  braces,  and  artificial  legs,  arms, 
and  eyes,  including  replacements  if  required  because  of  a  change 
in  the  patient's  physical  condition. 

[No  diagnostic  tests  performed  in  any  laboratory  which  is  independ- 
ent of  a  physician's  office,  a  rural  health  clinic,  or  a  hospital  (which, 
for  purposes  of  this  sentence,  means  an  institution  considered  a  hos- 
pital for  purposes  of  section  1814(d))  shall  be  included  within  para- 
graph (3)  unless  such  laboratory — 

[(10)  if  situated  in  any  State  in  which  State  or  applicable 
local  law  provides  for  licensing  of  establisliments  of  this  nature, 
(A)  is  licensed  pursuant  to  such  law,  or  (B)  is  approved,  b}^  the 
agency  of  such  State  or  locality  responsible  for  licensing  estab- 
lishments of  this  nature,  as  meeting  the  standards  established  for 
such  licensing ;  and 

[(11)  meets  such  other  conditions  relating  to  the  health  and 
safety  of  individuals  with  respect  to  whom  such  tests  are  per- 
formed as  the  Secretary  may  find  necessary.^ 
No  diagnostic  tests  ferjormed  in  any  laboratory  shall  he  included  in 
paragraph  (3)  unless  such  laboratory  meets  applicable  Federal  or  State 
licensing  requireraents  under  part  H  of  title  III  of  the  Public  Health 
Service  Act,  or,  if  those  requirements  are  not  applicable,  meets  such 
conditions  relating  to  the  health  and  safety  of  individuals  with  respect 
to  whom  such  tests  are  performed  as  the  Secretary  may  find  neces- 
sary. There  shall  be  excluded  from  the  diagnostic  services  specified  in 
paragraph  (2)(C)  any  item  or  service  (except  services  referred  to  in 
paragraph  (1))  which — 

[12j(i^)  would  not  be  included  under  subsection  (b)  if  it  were 
furnished  to  an  inpatient  of  a  hospital ;  or 

[133(77)  is  furnished  under  arrangements  referred  to  in  such 
paragraph  (2)  (C)  unless  furnislied  in  the  hospital  or  in  other 
facilities  operated  by  or  under  the  supervision  of  the  hospital  or 
its  organized  medical  staff. 
None  of  the  itme  and  services  referred  to  in  the  preceding  paragraphs 
(other  than  paragraphs  (1)  and  (2)  (A) )  of  this  subsection  which  are 
furnished  to  a  patient  of  an  institution  which  meets  the  definition  of 
a  hospital  for  purposes  of  section  1814(d)  shall  be  included  unless 
such  other  conditions  are  met  as  the  Secretary  may  find  necesary  re- 
lating to  health  and  safety  of  individuals  with  respect  to  whom  siieh 
items  and  services  are  furnished. 

USE  or  STATE  AGENCIES  TO  DETERMINE  COMPLIANCE  BY  PROWDERS  OF 
SERVICES  WITH  CONDITIONS  OF  PARTICIPATION 

Sec.  1864.  (a)  The  Secretary  shall  make  an  agreement  with  any 
State  which  is  able  and  willing  to  do  so  under  which  the  services  of  the 
State  health  agency  or  other  appropriate  State  agency  (or  the  appro- 
priate local  agencies)  wOl  be  utilized  by  him  for  the  purpose  of  deter- 
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mining  whether  an  institution  therein  is  a  hospital  or  skilled  nursing 
facility,  or  whether  an  agency  therein  is  a  home  health  agency,  or 
whether  a  facility  there  is  in  a  rural  health  clinic  as  defined  in  sec- 
tion 1861(a)(2),  or  whether  a  laboratory  meets  the  requirements  of 
[paragraphs  (10)  and  (11)  of  section  1861  (s)]  section  1861(e)(9)  and, 
section  1861  (j)  (15),  or  the  second  sentence  of  section  1861  (s),  or  whether 
a  clinic,  rehabilitation  agency  or  public  health  agency  meets  the  re- 
quii'ements  of  subparagraph  (A)  or  (B),  as  the  case  may  be,  of  section 
1861  (p)  (4);  except  that  the  Secretary  may  not  make  an  agreement  with 
a  State  under  this  sentence  for  the  purpose  of  determining  whether  a 
laboratory  meets  ihe  ^eq^wemmU  ef  see&ni  senUme  ef^eeiien  4-8§-i-(:e} 
^  the  reqiiirements  of  section  1861(e)(9),  section  1861(j)(15),  or  the 
second  sentence  of  section  1861(s)  (or  include  provision  for  such  purpose 
in  any  such  agreement)  unless  either  sueh  the  State  has  primary  enforce- 
ment responsibility  for  the  regulation  of  clinical  laboratories,  as  determined 
under  part  H  of  title  III  of  the  Public  Health  Service  Act,  or  the  Staf^. 
provides  assurances  satisfactory  to  the  Secretary  that  it  will  implement 
procedures  for  the  enforcement  of  such  reguirements.  To  the  extent  that 
the  Secretary  finds  it  appropriate,  an  institution  or  agency  which  such 
a  State  (or  local)  agency  certifies  is  a  hospital,  skilled  nursing  facility, 
rural  health  clinic  or  home  health  agency  (as  those  terms  are  defined 
in  section  1861)  may  be  treated  as  such  by  the  Secretary.  Any  State 
agency  which  has  such  an  agreement  may  (subject  to  approval  of  the 
Secretary)  furnish  to  a  skilled  nursing  facility  after  proper  request  by 
such  facflity,  such  specialized  consultative  services  (which  such  agency 
is  able  and  willing  to  furnish  in  a  manner  satisfactory  to  the  Secretary) 
as  such  facility  may  need  to  meet  one  or  more  of  the  conditions  spec- 
ified in  section  1861  (j).  Any  such  services  furnished  by  a  State  agency 
shall  be  deemed  to  have  been  furnished  pursuant  to  such  agreement. 
Within  90  days  following  the  completion  of  each  survey  of  any  health 
care  facility,  rural  health  clinic,  laboratory,  clinic,  agency,  or  organi- 
zation by  the  appropriate  State  or  local  agency  described  in  the  first 
sentence  of  this  subsection,  the  Secretary  shall  make  public  in  readily 
available  form  and  place  the  pertinent  findings  of  each  such  survey 
relating  to  the  compliance  of  each  such  health  care  facility,  rural  health 
clinic,  laboratory,  clinic,  agency,  or  organization  with  (1)  the  statu- 
tory conditions  of  participation  imposed  under  this  title  and  (2)  the 
major  additional  conditions  which  the  Secretary  finds  necessary  in  the 
interest  of  health  and  safety  of  individuals  who  are  furnished  care  or 
services  by  any  such  health  care  facility,  rural  health  clinic,  laboratory, 
clinic,  agency,  or  organization. 

9  :f;  i|c  »  «  •  * 

EFFECT  OP  ACCREDITATION 

Sec.  1865.  (a)  Except  as  provided  in  subsection  (b)  and  the  second 
sentence  of  section  1863,  if — 

(1)  an  institution  is  accredited  as  a  hospital  by  the  Joint  Com- 
mission on  Accreditation  of  Hospitals,  and 

(2)  such  institution  (if  it  is  included  within  a  survey  described 
in  section  1864(c))  authorizes  the  Commission  to  release  to  the 
Secretary  (on  a  confidential  basis)  upon  his  request  (or  such 
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State  agency  as  tlie  Secretary  may  designate)  a  copy  of  the  most 
current  accreditation  survey  of  such  institution  made  by  such 
Commission, 

then,  such  institution  shall  be  deemed  to  meet  the  requirements  of  the 
numbered  paragraphs  of  section  1861(e)  ;  except — 

(3)  paragraph  (6)  thereof,  fand] 

(4)  paragraph  (9)  thereof,  and 

[(4)  3  (J)  any  standard,  promulgated  by  the  Secretary  pur- 
suant to  paragraph  £9'J(10)  thereof,  which  is  higher  than  the 
requirements  prescribed  for  accreditation  by  such  Commission. 
If  such  Commission,  as  a  condition  for  accreditation  of  a  hospital, 
requires  a  utilization  review  plan  (or  imposes  another  requirement 
which  serves  substantially  the  same  purpose) ,  imposes  standards  with 
respect  to  laboratories  which  the  Secretary  {and  the  applicable  State 
agency  designated  in  accordance  loith  Section  374{a)  (6)  of  the  Pub- 
lic Health  Service  Act,  in  the  case  of  any  laboratory  in  a  State  which 
has  primary  enforcement  responsibility  under  part  H  of  title  III  of 
such  Act)  determines  are  at  least  equivalent  to  the  national  standards 
for  clinical  laboratories  in  effect  und-er  section  371  of  such  Act,  or 
imposes  a  standard  which  the  Secretary  determines  is  at  least  equiva- 
lent to  the  standard  promulgated  by  the  Secretary  as  described  in 
paragraph  [(4)  J  (5)  of  this  subsection,  the  Secretary  is  authorized 
to  find  tliat  all  institutions  so  accredited  by  such  Commission  com.ply 
also  with  section  1861(e)(6),  section  1861  {e)  {9),  or  the  standard 
described  in  such  paragraph  [(4)  J  (5),  as  the  case  may  be.  In  addi- 
tion, if  the  Secretary  {and  the  applicable  State  agency  designated  in 
accordance  loith  Section  37Jf{a)  {6)  of  the  Puhlic  Health  Service  Act, 
to  the  extent  that  licensing  requirements  for  laboratoAes  under  part 
H  of  title  III  of  such  Act,  as  specified  im.  section  1861  {e)  {9)  or  1861 
(i)  (15)  of  this  Act,  are  involved,  if  the  institution-  or  agency  is  lo- 
cated in  a  State  which  has  primary  enforcement  responsibility  under 
part  H  of  title  III  of  such  Act)  finds  that  accreditation  of  an  insti- 
tution or  agency  by  the  American  Osteopathic  Association  or  any 
other  national  accreditation  body  provides  reasonable  assurance  that 
any  or  all  of  the  conditions  of  section  1861  (e),  (j),  or  (o),  as  the 
case  may  be,  are  met,  he  may,  to  the  extent  he  deems  it  appropriate, 
treat  such  institution  or  agency  as  meeting  the  condition  or  conditions 
with  respect  to  which  he  made  such  finding. 

*  ^  9P  *  »  «  4c 

a6rEEMEXTS   with  PEOVmERS   OF  SERVICES 

Sec.  1866.  (a)  (1)  Any  provider  of  services  (except  a  fund  desig- 
nated for  purposes  of  section  1814(2:)  and  section  1835(e))  shall  be 
qualified  to  participate  under  this  title  and  shall  be  eligible  for  pay- 
ments under  this  title  if  it  files  with  the  Secretary  an  agreement — 

*  *  n«  *  *  *  * 

(B)  not  to  charge  any  indiiadual  or  any  other  person  for 
•   items  or  services  for  which  such  individual  is  not  entitled  to  have 
payment  made  under  this  title  because  payment  for  expenses  in- 
curred for  such  items  or  services  may  not  be  made  by  reason  of 
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the  provisions  of  paragraph  (1)  or  (9)  of  section  1862(a),  but 
only  if  (i)  such  individual  was  without  fault  in  incurring  such 
expenses  and  (ii)  the  Secretary's  determination  that  such  payment 
may  not  be  made  for  such  items  and  services  was  made  after  the 
third  year  following  the  year  in  which  notice  of  such  payment  was 
sent  to  such  individual ;  except  that  the  Secretary  may  reduce  such 
three-year  period  to  not  less  than  one  year  if  he  finds  such  reduc- 
tion is  consistent  with  the  objectives  of  this  title,  and 
******* 

OVERPAYMENTS  ON  BEHALF  OF  INDIVIDUALS  AND  SETTLEMENT  OF  CLAIMS 
FOR  BENEFITS  ON  BEHALF  OF  DECEASED  INDIVIDUALS 

Sec.  1870.  (a)  *  *  * 

:(i  *  *  *  »  *  * 

(c)  There  shall  be  no  adjustment  as  provided  in  subsection  (b)  (nor 
shall  there  be  recovery)  in  any  case  Avhere  the  incorrect  payment  has 
been  made  (including  payments  under  section  1814(e))  with  respect 
to  an  individual  who  is  without  fault  or  where  the  adjustment  (or 
recovery)  would  be  made  by  decreasing  payments  to  which  another 
person  who  is  without  fault  is  entitled  as  provided  in  subsection 
(b)  (4),  if  such  adjustment  (or  recovery)  would  defeat  the  purposes 
of  title  II  or  title  XVIII  or  would  be  against  equity  and  good  con- 
science. Adjustment  or  recovery  of  an  incorrect  payment  (or  only 
such  part  of  an  incorrect  payment  as  the  Secretary  determines  to  be 
inconsistent  with  the  purposes  of  this  title)  against  an  individual  who 
is  without  fault  shall  be  deemed  to  be  against  equity  and  good  con- 
science if  (A)  the  incorrect  payment  was  made  for  expenses  incurred 
for  items  or  services  for  which  payment  may  not  be  made  under  this 
title  by  reason  of  the  provisions  of  paragraph  (1)  or  (9)  of  section 
1862(a)  and  (B)  if  the  Secretary's  determination  that  such  payment 
was  incorrect  was  made  subsequent  to  the  third  year  following  the  year 
in  which  notice  of  such  payment  was  sent  to  such  individual ;  except 
that  the  Secretary  may  reduce  such  three-year  period  to  not  less  than 
one  year  if  he  finds  such  reduction  is  consistent  with  the  objectives  of 
this  title. 

*  *  *  *  «  «  4: 

TITLE  XIX--GRANTS  TO  STATES  FOR  MEDICAL 
ASSISTANCE  PROGRAMS 

«  *  *  :ic  «  «  4( 

STATE  PLANS  FOR  MEDICAL  ASSISTANCE 

Sec.  1902.  (a)  A  State  plan  for  medical  assistance  must — 
^2)  *  *  * 

*****  ^  * 

(23)  except  in  the  case  of  Puerto  Rico,  the  Virgin  Islands,  and 
Guam,  provides  that  any  individual  eligible  for  medical  assist- 
ance (including  drugs)  may  obtain  such  assistance  for  any  in- 
stitution, agency,  community  pharmacy,  or  person,  qualified  to 
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perform  the  service  or  services  required  (inclndin<T  an  organiza- 
tion whicli  provides  such  services,  or  arranges  for  their  availabil- 
ity, on  a  prepayment  basis) ,  who  undertakes  to  provide  him  such 
services;  ancl  a  State  plan  shall  not  be  deemed  to  be  out  of  com- 
pliance with  the  requirements  of  this  paragraph  or  paragraph 

(I)  or  (10)  solely  by  reason  of  the  fact  that  the  State,  (or  any  po- 
litical subdivision  thereof)  (A)  has  entered  into  a  contract  with 
an  organization  which  has  agreed  to  provide  care  and  services  in 
addition  to  those  olTered  under  the  State  plan  to  individuals 
eligible  for  miedical  assistance  who  reside  in  the  geographic  area 
served  by  such  organization  and  who  elect  to  obtain  such  care 
and  ser-vices  from  such  organization,  or  by  reason  of  the  fact  that 
the  plan  provides  for  payment  for  rural  health  clinic  services  only 
if  those  services  are  provided  by  a  rural  health  clinic,  or  (B) 
during  the  three-year  period  beginning  on  the  date  of  enactment 
of  the  Olinieal  Lahoratory  Im^provement  Act  of  1978^  has  made 
arrangements  through  a  competitwe  ticlding  process  or  other^oise 
for  the  purchase  of  laboratory  services  referred  to  in  section  1905 
{a)  (S),  if  the  Secretar^i  has  found  that  (i)  adequate  services  will 
he  availaMe  under  such  arrangements,  (ii)  such  laboratory/  serv- 
ices will  he  provided  only  through  lahoratories  (/)  which  meet 
the  requirements  of  section  1861(e)  {9)  ^  paragraphs  (10)  and 

(II)  of  section  1861  (s)^  or  part  H  of  title  III  of  the  Public 
Health  Service  Act,  and  such  additional  re<juirem.ents  as  the  Sec- 
retary may  require,  and  (II)  no  more  than  75  per  centum  of 
whose  charges  for  such  ser^nces  are  for  services  provided  to  in- 
dividuals %oho  are  entitled  to  heneMs  under  this  title  or  under  part 
A  or  part  B  of  title  XVIII,  and  (Hi)  charges  for  services  pro- 
vided under  such  arrangements  are  made  at  the  lowest  rate 
charged  (determined  without  regard  to  administrative  costs 
costs  which  are  related  solely  to  the  method,  of  reimbursement  for 
such  services)  for  comparable  services  by  the  provider  of  such 
services,  or,  if  charged  for  on  a  umt  price  hasis^  such  charges  re- 
sult in  aggregate  expenditures  not  in  exces  of  expenditures  that 
would,  he  m.ade  if  charges  ivere  at  the  lowest  rate  charged  for  com- 
pcMble  services  by  the  provider  of  such  services  ; 

(28)  provide  that  any  skilled  nursing  facility  receiving  pay- 
ments under  such  plan  must  satisfy  all  of  the  requirements  con- 
tained in  section  1861  (j),  except  that  the  exclusion  contained 
therein  with  respect  to  institutions  which  are  primarily  for  the 
care  and  treatment  of  mental  diseases  and  tuberculosis  shall  not 
apply  for  purposes  of  this  title  ,  and  provide  that  any  lohoratory 
services  paid  for  under  such  plan  must  he  provided  by  a  labora- 
tory which  during  the  three-year  period  beginning  on  the  date 
of  enactment  of  the  Clinical  Laboratory  Improvement  Act  of 
1978  meets  the  requirements  of  section  1861(e)  (9)  or  paragraphs 
(10)  and  (11)  of  section  1861  (s)  and  after  th^e  expiration  of  such 
period  is  licensed  in  accordance  nnth  part  H  of  title  III  of  the 
Public  Health  Service  Act; 
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(30)  provide  such  methods  and  procedures  relating  to  the  uti- 
lization of,  and  the  payment  for,  care  and  services  available  under 
the  plan  (including  but  not  limited  to  utilization  review  plans  as 
provided  for  in  section  1903  (i)  (4) )  as  may  be  necessary  to  safe- 
guard against  unnecessary  utilization  of  such  care  and  services 
and  to  assure  that  payments  (including  payments  for  any  drugs 
provided  under  the  plan)  are  not  in  excess  of  reasonable  charges 
consistent  with  efficiency,  economy,  and  quality  of  care  ard^  in 
the  case  of  laboratory  services  referred  to  in  section  1905 {a)  (S)^ 
such  payments  do  not  exceed  the  lotvest  amount  charged  {deter- 
mined without  regard  to  administrative  costs  %ohich  are  related 
solely  to  the  method  of  reimbursement  for  such  services)  to  any 
person  or  entity  for  such  services  hy  that  provider  of  laboratory 
services; 

*  *  *  ❖  * 

(39)  provide  that,  subject  to  subsection  (g),  whenever  the 
single  State  agency  which  administers  or  supervises  the  adminis- 
tration of  the  State  plan  is  notified  by  the  Secretary  under  section 
1862(e)  (2)  (A)  that  a  physician  or  other  individual  practitioner 
has  been  suspended  from  participation  in  the  program  under  title 
XVIII,  the  agency  shall  promptly  suspend  such  physician  or 
practitioner  from  participation  in  the  plan  for  not  less  than  the 
period  specified  in  such  notice,  and  no  payment  may  be  made 
under  the  plan  with  respect  to  any  item  or  service  furnished  by 
such  physician  or  practitioner  during  the  period  of  the  suspen- 
sion under  this  title ;  [and J 

(40)  require  each  health  services  facility  or  organization 
which  receives  payments  under  the  plan  and  of  a  type  for  which 
a  uniform  reporting  system  has  been  established  under  section 
1121(a)  to  make  reports  to  the  Secretary  of  information  de- 
scribed in  such  section  in  accordance  with  the  uniform  reporting 
system  (established  under  such  section)  for  that  type  of  facility 
or  organization  [;  anxTJ 

if  the  State  plan  makes  provision  for  payment  to  a  physi- 
cian for  laboratory  services  the  performance  of  which  such  physi- 
cian (or  any  other  physician  with  whom  he  shares  his  practice) 
did  not  personally  perform  or  supervise^  include  provision  to 
insure  that  payment  under  the  State  plan  for  such  laboratory 
services  not  exceed  the  payment  authorized  for  such  services  by 
section  18i2{h), 

*  *  «  *  *  *  * 
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